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DRUG PRODUCT NAME
Proprietary: . GABITRIL®
Nonproprietary/USAN: Tiagabine Hydrochioride
Code Name/#:
Abbott-70569.HCI
Chem.Type/Ther.Class: GABA uptake inhibitor
PHARMACOL.CATEGORY/INDICATION: Adjunctive therapy for partial seizures w/wo
secondary generalization
DOSAGE FORM: Tablets
STRENGTHS: 4mg, 12mg, 16mg & 20 mg
ROUTE OF ADMINISTRATION: Oral
DISPENSED: XXXXX Rx OoTC

CHEMICAL NAME, STRUCTURAL FORMULA, MOLECULAR FORMULA, MOLECULAR WEIGHT:

. %*
(R)~(-)-1-[4,4-bis(3-methyl-2-thienyl)-3-butenyl]-3-piperidinecarboxylic acid hydrochioride
C,H2sN0,S,. HCI; Molecular Weight: 412.0; CAS #. 115103-54-3
SUPPORTING DOCUMENTS: INC RELATED DOCUMENTS: None
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CONCLUSIONS & RECOMMENDATIONS: Recommend the NDA 20-646
APPROVABLE subject to positive and acceptable response to observations and recommendations
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NAME & ADDRESS OF APPLICANT: Abbott Laboratories

100 Abbott Park Road
Abbott Park, IL 60064-3500

DRUG PRODUCT NAME
- Proprietary: _ ) GABITRIL®

Nonproprietary/USAN: Tiagabine Hydrochioride

Code Name/#: ' Abbott-70569.HCI

Chem.Type/Ther.Class: GABA uptake inhibitor
PHARMACOL.CATEGORY/INDICATION: Adjunctive therapy for partial seizures w/wo

secondary generalization
DOSAGE FORM: ' Tablets
STRENGTHS: 4mg,12mg, 16 mg& 20 mg
ROUTE OF ADMINISTRATION: Oral
DISPENSED: XXXXX Rx oTC
CHEMICAL NAME, STRUCTURAL FORMULA, MOLECULAR FORMULA,
ECULAR WEIGHT: Jp—
H_ ..COOH

(R)~(-)-1-[4,4-bis(3-methyl-2-thienyl)-3-butenyi]-3-piperidinecarboxylic acid CH:’QS
hydrochloride C=CHCHLCH;-N HC
CoH,sN0,S,.HCI; Molecular Weight: 412.0; CAS #: 115103-54-3 Cl’b\és

SUPPORTING DOCUMENTS: IND
RELATED DOCUMENTS: None

REMARKS/COMMENTS: A response to approvabie letter of 31-OCT-9§. The CMC deficiencies have been addressed
satisfactory except for the disputed levels of degradants.

CONCLUSIONS & RECOMMENDATIONS: Recommend the NDA 20-846, as amended, APPROVABLE subject to
conclusive negotiation of degradants leveils.
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Code Name/#: Abbott-70569.HC!
Chem Typomur CIm : GABA uptake inhibitor
PHARMACOL.CATEGORY/INDICATION: Adjunctive therapy for partial seizures w/wo
) secondary generalization
DOSAGE FORM: Tablets
STRENGTHS: 4mg, 12mg, 16 mg & 20 mg
ROUTE OF ADMINISTRATION: Oral
DISPENSED: XXXXX Rx OoTC

CHEMICAL NAME, STRUCTURAL FORMULA, MOLECULAR FORMULA,
“MLECULAR WEIGHT: _~COOH

us)-(-)-1-{4,4-bis(3-methyl-2-thienyl)-3-butenyl}-3-piperidinecarboxylic acud .HCl
hydrochloride

C2oH2sN0,S,.HCI, Molecular Weight: 412.0; CAS # 115103-54-3
SUPPORTING DOCUMENTS: IND

RELATED DOCUMENTS: None

REMARKS/COMMENTS: The responses to Requests for Information. The continuing issue of the level of degradants that

should be qualified prior to submission of the application (an issue beyond the scope of chemistry review): -

CONCLUSIONS & RECOMMENDATIONS: Recommend the NDA 20-646, as amended, APPROVED subject to careful
monitoring of degradant in the commercial batches. ~
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FINDING OF NO SIGNIFICANT IMPACT
NDA 26-646
Tibex
(Tiagabine Hydrochloride)

Tablets

The National Environmental Policy Act of 1969 (NEPA) requires all
Federal agencies to assess the environmental impact of their
actions. FDA is required under NEPA to consider the
environmental impact of approving certain drug product
applications as an integral part of its regulatory process.

The Food and Drug Administration, Center for Drug Evaluation and
Research, has carefully considered the potential environmental
impact of this action and has concluded that this action will not
have a significant effect on the quality of the human environment
and that an environmental impact statement therefore will not be
prepared.

In support of their new drug application for Tibex Tablets,
Abbott Laboratories prepared an environmental assessment
(attached) in accordance with [21 CFR 25.31a(a), which evaluates
the potential environmental impact of the manufacture, use and
disposal of the product. The maximum expected environmental
concentration is at a level that normally relieves the applicant
from completing format items 7, 8, 9, 10, 11, and 15 in
accordance with the tier 0 approach specified in the “Guidance
for Industry for the Submission of an Environmental Assessment in
Human Drug Applications and Supplements.”

Tiagabine Hydrochloride is a chemically synthesized drug
administered as adjunctive therapy for partial seizures with and
without secondary generalization. The drug substance will be
manufactured by Abbott Laboratories Limited, Queensborough, Kent,
United Kingdom. The Drug Product will be manufactured by Abbott

FONSI for NDA 20-646 2



Laboratories, Abbott Park, Illinois and Abbott Pharmaceuticals,
Inc., Cruce Davilla, Barceloneta, Puerto Rico. The finished drug
product will be used in hospitals, clinics and by patients in
their homes.

Tiagabine Hydrochloride may enter the environment from excretion
by patients, from disposal of pharmaceutical waste or from
emissions from manufacturing sites.

Disposal of the drug may result from out of specification lots,
discarding of unused or expired product, and user disposal of
empty or partly used product and packaging. Returned or out-of-
specification drug substance and rejected or returned drug
product will be disposed of at a licensed incineration or
landfill facility. At U.S. hospitals and clinics, empty or
partially empty packages will be disposed of according to
hospital/clinic regulations. From home use, empty or partially
empty containers will typically be disposed of by a community's
solid waste management system that may include landfills,
incineration and recycling, while minimal quantities of unused
drug may be disposed of in the sewer system.

The Center for Drug Evaluation and Research has concluded that
the product can be manufactured, used and disposed of without any
expected adverse environmental effects. Precautions taken at the
sites of manufacture of the bulk product and its final
formulation are expected to minimize occupational exposures and
environmental release. Adverse effects are not anticipated upon
endangered or threatened species or upon property listed in or
eligible for listing in the National Register of Historic Places.

APPEARS THIS WAY
ON ORIGINAL

APPEARS THIS WAY
ON ORIGIMAL
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PREPARED BY Date
Carl J. Berninger, Ph.D.

Environmental Scientist

Environmental Assessment Team

Center for Drug Evaluation and Research

L. ;= (( qg"olfag‘
CONCURRE [ Date
Nancy B. Sager
Team Leader
Environmental Assessment Team
Center for Drug Evaluation and Research

Attachments: Environmental Assessment (FOI copy)
Material Safety Data Sheet (drug substance)
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NDA SUBSECTION 3.6

ENVIRONMENTAL ASSESSMENT
" Tiagabine Hydrochloride Tablets

Abbott Laboratories
One Hundred Abbott Park Road
Abbott Park, Illinois 60064

The National Environmental Policy Act requires Environmental Assessments (EAs) to be
public documents. NDA subsections 3.6.1 through 3.6.15 (i.e., Items 1 through 15 of this EA)
and accompanying Appendix A (from Subsection 3.6.15) are suitable for public disclosure.
These nonconfidential subsections, as applicable under CDER's guidance for industry for the
submission of EAs, and Appendix A are complete with the exception of proprietary
information. The proprietary information, which is contained in Appendix B could be
beneficial to competitors and therefore, must remain confidential. The text of the public
document (Subsections 3.6.1 through 3.6.15 and Appendix A) is based on the text of
Appendix B. Appendix B is intended for review as the confidential version of EA Items 1
through 15. Appendix A contains Material Safety Data Sheet (MSDS) information.
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3.6.1 DATE
October 15, 1995 (Amended February 22, 1996; July 30, 1996)

3.62 . NAME OF APPLICANT

Abbott Laboratories
363 ADDRESS
100 Abbott Park Road
Abbott Park, Illinois 60064
3.6.4 DESCRIPTION OF THE PROPOSED ACTION

3.64.1 REQUESTED APPROVAL

Approval of NDA 20-646 is sought for the manufacturing of tiagabine
hydrochloride bulk drug substance and the manufacture, packaging, distribution and use of the
product designated in the Environmental Assessment (EA) as tiagabine hydrochloride tablets
containing one of the following concentrations of tiagabine hydrochloride: 4, 12, 16, and 20
mg. Abbott Laboratories is submitting an NDA pursuant to Section 505(b) of the Food,
Drug, and Cosmetic Act for tiagabine hydrochloride tablets packaged in high density
polyethylene bottles (two sizes) and in two types of blister/foil packages. An EA is herewith
submitted in accordance with 21 CFR § 25.31a(a) and has been amended in accordance with
the recent CDER guidance to industry. Al Items (1 through 15) that are presented in this
section are also discussed in the confidential Appendix B.

3.64.2 NEED FOR ACTION ;
Tiagabine hydrochloride is a potent and specific inhibitor of gamma-

‘aminobutyric acid (GABA) uptake into glial and neuronal elements in vitro. GABA -

mediated inhibitory systems have an important role in the regulation of seizure activity.
Enhancement of GABA-mediated inhibition has an anticonvulsant effect. The indication and
usage of tiagabine hydrochloride tablets proposed in this NDA is for the management of

07/25/9 | ]
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seizure disorders and epilepsy, specifically as adjunctive therapy for partial seizures with or
without secondary generalization. .
3.643 LOCATIONS OF MANUFACTURE

Three locations are involved in the manufacture of this product
(Figure 3.6.4-1).

Apiarovalissougtnmmnxfacuneﬂnb\dkd'ungﬁxefolloMng
location: Abbott Laboratories Limited, Queenborough, Kent ME11 5EL, United Kingdom.

Approval is also sought to manufacture, package, and distribute the tablets at

two locations: .
(1)  Abbott Laboratories, 100 Abbott Park Road, Abbott Park, Illinois
© 60064, and :
(2) Abbott Pharmaceuticals, Inc., KM 58.0 Carretera 2, Cruce Davila,
Barceloneta, Puerto Rico 00617

All packaging operations are carried out at these two drug product manufacturing facilities.
Information conceming all three manufacturing sites is provided in Section 3.6.6 (Introduction
Of Substances Into The Environment).

3.644 LOCATIONS OF USE AND DISPOSAL

As medication prescribed to alleviate the symptoms of seizure disorders and
epilepsy, the tablets in which tiagabine hydrochloride is present will be ingested by patients
throughout the United States. Tiagabine hydrochloride and its metabolites will be excreted
from the human body in urine and feces and will be discharged through a domestic sewer into
the municipal sewer systems and then into wastewater treatment plants (WTP).

Tiagabine hydrochloride does not fall under the US Environmental Protection
Agency's (EPA) Hazardous Waste Definition, and therefore can be disposed of in an approved
landfill or incinerator. Rejected off specification lots of bulk drug substance or drug product

(tiagabine hydrochloride tablets) from Abbott Park will be sent to one of a number of

alternative contractors for incineration which are: Aptus, 11600 N. Aptus Road, Argonite,
Utah 84029, Permit No. UTD981552177 and Hwy. 169 North, Coffeyville, Kansas 67337,

07/25/96 ) 2
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Permit No. KSD 981506025; and Long Beach Recycling & Rec., 70 Water Street, Long
Beach, New York 11561, Permit No. 9360595556. This listing is not all inclusive and is
dynamic in the fact that companies are added and subtracted for various reasons (e.g. service
and cost, etc.). There are no expiration dates on the licenses for these solids incineration
facilities. These materials could also be disposed of in a land-fill (Waste Management of
Wisconsin, 19414 60th Street, Bristol, Wisconsin 53104). Landfilling at this location is
permitted by the state of Wisconsin, Department of Natural Resources (Permit No. 3062,
Expiration date: 9/30/95). Unused drug products (tiagabine hydrochloride tablets past their
labeled expiration date) will be returned to Abbott Park where they will be accumulated,

classified (as appropriate), and sent off-site for disposal as nonhazardous solid waste to the

landfill or the incinerators listed above. _

Rejected off specification lots of bulk substance or drug product from the
Barceloneta facility will be sent to an approved medical waste incinerator, which is currently
Chambers Medical Technologies of South Carolina Inc., 100 Nix Street, Hampton, South
Carolina 28924 (Permit No.'s #1280-0021CD, 1280-0021CE, 1280-0021CF, and 1280-
0021CG). There is no expiration date on the licenses for this incineration facility. Disposal
service is contracted through Environmental Healthcare Incorporated, P.O. Box 2286; Delray
Beach, Florida 33447.

3.64.5
3.645.1

ThebulkdmgnsnmufacnnedatAbbonLabmatmsImmw,Qxembmougn
United Kingdom. The production facilities of Abbott UK. are situated on the north edge of
Queenborough on the Isle of Sheppey, Kent. The Isle is on the south coast of the Thames
Estuary approximately sixty miles east of London. The site elevation is approximately zero
to three meters above mean sea level. The site includes 146 acres of land, 603crsofwhich
is currently utilized and topographically flat. To the west lies the Swale which borders the

site. The tidal zone is a special site of scientific interest (SSSI) which is also owned by

Abbott. To the north lies an automobile transporter compound

07/25/96 ) 3
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storage area and docks development. The east side of the site is bordered by the
Queenborough by-pass and property ownexd by Abbott dissected by the Whiteway Road.
Queenborough lies to the south/southeast of the facility. . The climate is mild and the
predominant prevailing wind is from the southwest. The temperature range is approximately -
5°C to 35°C. Both water supply and industrial wastewater treatment are undertaken by
Southern Water plc. No ground waste is abstracted and the underlying geology is London
Clay. The land use around is a mixture of industrial, agricultural and residential. The area
falls under control of the Swale Borough Council and Kent County Council (Appendix B).

ThepropumsofAbbottLaboratonsmlocatedwxﬂmLakeComuy Illinois.
The Abbott Park property is located approximately five miles to the west of Lake Michigan.

~ There are no other significant geographic features, such as mountains, lakes (aside from Lake

Michigan) or rivers in proximity to the manufacturing site. The area is topographically flat
and slopes very gently to the east, toward Lake Michigan. Drainage is dominantly to the
east-southeast again toward the lake. Information on the geologic and hydrologic stratigraphy
of the Chicago region is provided in Appendix B. The climate of northeastem Illinois is
characterized by warm summers (74 to 94°F) and cold winters (20 to 32°F). The average
annual rainfall is 32 inches; wind directions are highly variable.

Most industries and residences near the Abbott Park facility are served by the
City of North Chicago municipal water supply. The source of the municipal water supply is
Lake Michigan. The Abbott Park facility currently uses both municipal water and ground-
water from onsite wells. Wastewater is sewered to the treatment facility of the North Shore
Sanitary District. Land use (zoning) near the Abbott Park facility is primarily residential and
industrial. The portion of Lake County in which it is located is part of the Chicago
metropolitan area.

The rrmufactmng site of Abbott thnaoamwls, Inc., Barceloneta, Puerto
Rico. is situated in a mainly agricultural area. The flat land.of this area has been devoted to
pineapple growing and pasture for many decades. There are no significant geographic
07/25/96 ) 5
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features, such as mountains, lakes, or rivers in proximity to the manufacturing facilities.
During the 1970's several industrial plants were established nearby, most of which are

_engaged in pharmaceutical manufacturing (Maps of the-area are provided in Appendix B). To

date the agricultural and industrial uses (zoning) of land coexist in the region, though most of
the land remains agricultural.

The climate of Puerto Rico, including the Barceloneta Region, is influenced by
Puerto Rico's location in the Caribbean. Located approximately 10 degrees north latitude, it
is situated in the belt of prevailing northeasterly tradewinds. The predominance of tradewinds
results in little variability of wind direction. Puerto Rico's tropical climate also produces only
a small range of temperature variation. Typically, the average summer and winter
temperatures differ by less than 10 degrees Fahrenheit (°F). The average annual temperature
is approximately 78°F. Precipitation varies widely over the island due to local meteorological
effects. On an annual basis, Barceloneta receives between 50 and 60 inches of rain. Water
for operations at the Abbott facility is supplied by three shallow wells. An artisan well also
exists at the facility, but is not currently used. Wastewater is treated onsite. Treated effluent
is piped to a facility of the Puerto Rico Aqueduct and Sewer Authority (PRASA) where it is
treated further before being released 1.5 miles off the coast.

3.65 IDENTIFICATION OF SUBSTANCES THAT ARE THE SUBJECT OF
THE PROPOSED ACTION
The drug product, tiagabine hydrochloride, will be prepared and administered

as tablets.

3.6.5.1

3.6.5.1.1 AS) and INN Nanx

methyl-2-thienyl)-3-butenyl}-3-piperidinecarboxylic

acid, hydrochloride. .
INN:  R~(-)-1-[(4.4)-(3-methyl-2-thienyl)-3-butenyl}-3-piperidinecarboxylic acid,
hydrochloride.

07/25/9 ) 6
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3.6.5.1.2 United States Adopted Name (1ISAN)

Tiagabine Hydrochloride °
365.13  CAS Registry Number
115103-54-3
365.14  Abbott Laboratory Codes

A-70569-1, A-70569.HCI, ABT-569

3.6.5.1.5 Empirical Formula and Molecular Weight
Empirical Formula: CH,,NO,S,-HCl
Molecular Weight: 412.02

* HCI

Figure 3.6.5-1
Structure of Tiagabine Hydrochloride

3.6.5.2 PHYSICAL DESCRIPTION

In appearance, tiagabine hydrochloride is a white to off-white powder with
essentially nq detectable odor. Its chemical and physical properties are listed below.
Tiagabine hydrochloride is most soluble in water (24 mg/mL) followed by organic solvents,
among which it is most soluble in chloroform (12 mg/mL) and least soluble in n-heptane
(<0.01 mg/mL). The log octanol and aqueous buffer partition coeficient for tiagabine
hydrochloride at pH 7.0 is 1.6, The dissociation constants representing carboxylic acid

functionality was found to be 3.3 (PK,1) and the tertiary amine functionality was found to be

9.4 (pK.2).

07/25/96 ' 7
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Chemical and Physical Properties of Tiagabine Hydrochloride

ical : White to off-white powder thh lumps and
Physical appearance g
Melting point: 192-193°C
Solubility in water: 24 mg/mL
Log octanol-aqueous buffer
partition coeff.(log P): logPatpH74is 1.6
Dissociation Constants: pKy =33; pK,; =94
Uln'avmlet-Visxble Adsorpuon
Spectrum: A max at 256.4 nm with a shoulder at 280 nm

3.6.5.3 IMPURITIES AND ADDITIVES
Related impurities in tiagabine hydmdﬂondc were found to be substannally

. below 1% ﬂmcmsumunsthatmpxwanmﬂmfommlatedtablasmhstedmhblel.
The chemical nature of the majority of these components indicates their potential
biodegradability after they are transformed in the human body and released into the
environment.

1

07/25/96 ) 8
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Table 1
Constituents in the Formulation for Tiagabine Hydrochloride Tablets Manufacture

Tiagabine HCl Tablet Pre-Mix: h 35883
Tiagabine Hydrochloride 49462
Colloidal Silicon Dioxide, NF 17400

Cellulose, Microcrystalline, NF (Avicel PH 102) 19617

Acid, Ascorbic, USP 11450

Cellulose, Microcrystalline, NF (Avicel PH 101) 19615

Lactose, Anhydrous, NF 77216

Starch, Pregelatinized, NF 68511

Water, Purified, USP (Distilled)' . 75146

Crospovidone, NF 21982

Colloidal Silicon Dioxide, NF 17400

Wax, Hydrogenated Vegetable Oil (Sterotex) 75452

Acid, Stearic, NF 12540

Magnesium Stearate, NF 43660 .

Water, Purified, USP (Distilled)’ 75146

Hydroxypropyl Methylcellulose, 2910 USP, 15 cps 45506

Hydroxypropyl Cellulose, NF, Visc. of 10% H20 Solution: 68341

200-600 cps :

Titanium Dioxide, USP 72179

Water, Purified, USP (Distilled)' 75146

Hydroxypropyl Methylcellulose, 2910 USP, 15 cps 45506

Hydroxypropyl Cellulose, NF, Visc. of 10% H20 Solution: 68341

200-600 cps A

Titanium Dioxide, USP ' 72179

4 mg:

Dye, Yellow, D&C, No.10 Aluminum Lake, 14-17% 26392

12 mg:

Dye. Yellow. D&C. No.10 Aluminum Lake, 14-17% 26392

Dye, Blue. D&C, No.1 Lake, 11-13% . 25041

16 mg:

Dve, Blue, D&C, No.2 Aluminum Lake, 11-14% - 25050

20 mg: . '

Dye, Red. FD&C, No.30 Aluminum Lake 26109

'Removed during drying process or tablet coating.

07/25/96 ) 9
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3.6.6 INTRODUCTION OF SUBSTANCES INTO THE ENVIRONMENT

Theprodtmmofﬁxebuﬂcdmgnagabmehydmdﬂondcatthlsfacﬂny
conforms to the environmental protection regulations which are mandated by Her Majesty's
Inspectorate of Pollution (Environmental Protection Act of 1990). No proprietary
intermediates are manufactured outside this site. The facility complies with all relevant legal
requirements under Health and Safety At Work ETC ACT 1974 to protect worker
occupational health and safety. The compliance letter is provided in Appendix B. Certificate
of compliance with applicable emission requirements set forth in permits, as well as
“applicable emission requirements set forth in local and UK national statutes provided by the
facility manager of Abbott Laboratories Limited is in Appendix B.

3.6.6.2

3662.1  Substances Emitted During Manufacturing
Atmospheric Emissions
The instructions for the manufacture of tiagabine hydrochloride tablets is
described in Appendix B. A schematic of the manufacturing steps for tiagabine
hydrochloride tablets is provided in Appendxx B. Water is the only volatile solvent that will
be used to prepare the tablets. The water will evaporate before the tablets are packaged.
Emissions due to tiagabine hydrochloride tablet manufacturing are expected to be negligible
based on the low production volume of the drug at this manufacturing facility.
During the manufacture, it is expected that some of the constituents of tablet
manufacturing will be exhausted as particulate emissions. This exhausted material is treated
by passing it through a high efficiency dust collector where the majority of the waste is
captured in drums for disposal as solid waste (Appendix B).
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Agqueous Wastes
Equipment will be handscraped to remove residual solids before being washed

. with water. The handscrapings are disposed of as solid waste. The washdown water,

including room washdown, will be sewered into process drains [with the exception of pan
coaters (Accelacota) and the coating solution manufacturing rooms which discharge into a
scrubber drain which empties into an equalization tank]. The tank discharges to the North
Shore Sanitary District (NSSD) under controlled conditions (Appendix B). The washdown
water will be metered into the general wastestream for discharge into the sewer system of the
NSSD. :

Mariufacturing data (Appendix B) indicate losses of drug product from
tableting to aqueous waste as follows:

. Fluid Bed Dryers - 0.05 to 0.1 percent

. Fluid Air Mill and Granulators - 0.1 to 0.2 percent
. V-blender - 0.1 to 0.2 percent
. Fette 2000 Compressor - 0.1 percent

The total estimate for loss of product to wastewater is 0.35 to 0.5 percent.
Based on the marketing forecast in Appendix B, and assuming that mamufacturing of the
tablets could occur only at Abbott Park, the quantity of tiagabine hydrochloride that could be
released as sewage during 2000 (the fifth year following approval) is provided as a worst case
estimate of 5.39 to 7.7 kg.

Solid Wastes

Solid wastes from manufacturing are expected to be as follows (Appendix B):
. Granulation - 0.15 percent as powder in the dust collector , 0.2 to 0.6 percent as

remnants and fines and 0.5 to 1 percent while vacuumning the equipment and floors

. Pre-mix - 0.5 percent as powder in the dust collector
. Blending - 0.2 percent as powder in the dust collector
«  Compressing-0.6 percent as powder and tablet culls

*+  Coating—0.1 percent at tablet culls

07/25/96 ) 1
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The above material, after collection and containment into drums, will be
disposed of as solid waste as outlined in 3.6.4.4. Packaging rejects and protective clothing
womn by employees will be collected in drums and rolloff boxes for landfilling. Packaging
rejects are estimated to be 1% for bottles caps, 5% for blister foil packages and 2% for
primedsupplis(labels,cnclosm's,andtanmeevidembands). Based on the projected -
mmbuofwmkmdusfwﬁapﬁmhydmddmidembles,ﬂwqumnityofpacbgingrejmis
estimated to be 250 Ibs/year. A Tyvek full body covering with attached booties is worn
during the changing of dust collectors, as well as during blending and manufacture of pre-
mix. An estimated 5 Ibs of this protective clothing wom in association with tiagabine
hydrochloride manufacture would be disposed of per year. These solid wastes will be
transported to the landfill managed by Waste Management of Wisconsin (Permit No. 3062).

3.6.6.2.2 Controls Exercised on Residuals and Emissions

Safety precautions for the chemicals introduced into tablet manufacture are
provided in Material Safety Data Sheets (Appendix A). No volatile organic emissions will be
generated during production of the tablets. Release of particulates from the encapsulating
facility cannot exceed three tons per year and will be controlled by bag filters, HEPA filters,
and Torit dust collectors (Appendix B). Aqueous wastes (Appendix B) are sewered into the
general wastewater discharge. Solid wastes are disposed of at permitted waste facilities.

3.6.6.2.3

Handlmgprocedms specxﬁed in the Material Safcty Data Sheets (Appendix A)
will be followed throughout all operations. Particulate emissions from the encapsulating
facility at Abbott Park is regulated under a permit issued by the Illinois Environmental
Protection Agency (Appendix B). Wastewater from manufacturing must meet the General
Pretreatment Standards in 40 CFR Part 403 and the Effluent Guidelines and standards for
Pharmaceutical Manufacturing in 40 CFR Part 439. The prohibitions and limitations for

discharge into the sewer system of the North Shore Sanitary District (NSSD) are listed in

Appendix B. Solid wastes will be landfilled by Waste Management of Wisconsin under
Permit No. 3062 from the State of Wisconsin, Department of Natural Resources.

072596 12



Certification of compliance with applicable emission requirements from facility
managers is provided in Appendix A.

3.6.6.24

Emissions and releases from the manufacture of tiagabine hydrochloride tablets
or packaging of tiagabine hydrochloride tablets will not exceed the limitations of current
permits. Manufacturing of this product will be scheduled to fit within the existing framework
of activities from which current emission requirements are applicable.

Tablet manufacturing at Barceloneta will be carried out with similar manufac-
turing instructions as will be used at Abbott Park (Appendix B). No volatile organic
emissions will be generated. Atmospheric emissions are considered negligible based on the
low production volume and treatment with high efficiency dust collectors.

Aqueous Wastes

Waterﬁomequipmentwashdown,roomclcaxﬁng,mdwetsaubbers is sent to
an onsite wastewater treatment plant (Permit No. GDA-93-202-050). An estimate of the
' sewered aqueous waste produced during the manufacture of tiagabine hydrochloride tablets at
Barceloneta is located in Appendix B. Manufacturingstimatsindicatelossmofdrug
product during tablet manufacture to wastewater to be 5.9 to 10 Kg based on a 600 kg tablet
lot.

07/25/96 13



Solid Wastes ~ .

An estimation of the solid wastes produced during the manufacture of tiagabine
hydrochloride tablets at Barceloneta is provided below (Appendix B):

Granulation - 19.8 kg discarded as excess

«  Pre-mix - 1 kg discarded as excess

+  Blending & Lubricating - 1 kg as lubricated granulation

Compressing - 13.0 kg as culls and 3.7 kg as lubricated granulation

. Coating & Finishing - 0.20 kg of tablet culls

This disposition of these wastes will be through incineration at Chambers Medical
Technologies of South Carolina, Inc., 100 Nix Street, Hampton, South Carolina 29924.
Because tiagabine hydrochloride is exempt from U.S. Environmental Protection Agency
(EPA)'s Toxic Substances Control Act (TSCA) and not regulated by Department of
Transportation (DOT), it can be disposed of in an approved incinerator (Appendix A).

* Approximately 400 Ibs. of solid waste is generated per batch of tiagabine hydrochloride
tablets. This waste consists primarily of fiber cartons and drums, plastic bags and paper. The
quantity of protective clothing disposed of will be approximately 31 Ibs. per batch of
tiagabine hydrochloride tablets. Packaging waste will be landfilled by Browning Ferris
Industries (BFI). BFI is certified to operate in Puerto Rico at various qualified landfilling
sites (P.R. Environmental Quality Board Permit No. SR930025, no expiration date).

3.6.6.3.2 Controls Exercised on Residuals and Emissions

Handling, storage and use of chemicals will be camried out as directed in the
Material Safety Data Sheets (Appendix A). No volatile organic emissions will be generated.
Solid wastes, including the collected dust and culls from manufacturing, tableting and
packaging, will be segregated and stored in dedicated areas before final disposal. All solid
wastes from the manufacture of tiagabine hydrochloride tablets will be incinerated at
Chiambers Medical Technologies of South Carolina, Inc. (Permit No.'s 1280-0021CD, 1280-
0021CE, 1280-0021CF, 1280-0021CG). No expiration dates are applicable to these licenses.
Péckaging wastes will be landfilled by BFI as noted above.
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Aqueous wastes will be treated in an onsite wastewater treatment system. The
system includes an equalization and neutralization basin, two biological reactors and a
secondary aerobic digester as part of the primary and secondary treatment scheme. The
treatment system also includes sludge dewatering and tertiary treatment as final units of
operation. Sludge is landfilled onsite. The effluent is discharged to the Barceloneta Regional
Wastewater Treatment Plant, a publicly owned treatment works operated by the Puerto Rico
Aqueduct and Sewer-Authority (PRASA). The Barceloneta municipal sewer permit number is
GDA-93-202-050. This permit expires in mid-1997. Requirements of the PRASA are listed
in the facility agreement found in Appendix B. The wastewater effluent from WTP of
PRASA is released into the coastal waters 1.5 miles of the coast.

3.6.6.3.3

Operating pcrsomcl are requu'ed to read and follow the chemical handling
procedures described in the Material Safety Data Sheets [Appendix A and the Waste
Management Policy (Appendix B)). The current permit for operating equipment to lessen air
pollution is provided in Appendix B. Water that will be discharged from the onsite treatment
system must comply with prohibitions and limitations listed in the facility agreement issued
by PRASA (Appendix B). The incinerator that Chambers Medical Technologies operates in
Hampton, South Carolina is permitted by the State Environmental Quality Board, Permit No.'s
1280-0021CD, 1280-0021CE, 1280-00021CF, and 1280-0021CG.

Certification of compliance with applicable emission requirements from the
facility manager is provided in Appendix B.

3.6.63.4

Emissions and releases from the manufacturing, tableting, and packaging of
tiagabine hydrochloride will not exceed the limitations of current permits. These permits are

~ issued for the facility, and thus manufacturing of this product 'will be scheduled to fit within

the activities that are permitted.
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3.6.6.4 OCCUPATIONAL SAFETY :

Chemicals used in manufacture of the drug product are regulated by the
Occupational Safety and Health Administration. Employees are trained in the proper
operation of equipment in order to minimize potential safety, health and environmental risks.
Extensive safety training is mandated, and Material Safety Data Sheets (Appendix A) are
available to personnel for chemicals handled in the manufacturing area. Monitoring of
employee exposure to hazardous materials is conducted and personnel participate in annual
physical evaluations. Employee education on health is provided through lectures.

Existing work procedures (including the use of uniforms, respirators, gloves,
safety shoes, and eye protection) and engineering controls designed for the equipment (e.g.,
exhausts to remove dust) are adequate to protect the employees.

The safe transport of all drug-related materials is ensured by following
protocols which include formal qualification of vendors, training of personnel, and rigid
specification of containers and materials. Access to drug substances and products is restricted
to authorized personnel.

3.6.6.5

To conservatively (i.e., worst case) estimate the amount of tiagabine
hydrochloride entering a typical wastewater treatment plant as a result of the proposed action,
it is assumed that all of the drug produced in the year 2000, which is expected to be the peak
production year, will be ingested and eliminated by the U.S. population. . For example, for the
year 2000, ~1.5 (1,540 kg) metric tons is now forecasted to be the amount of drug substance
that will be processed into tiagabine hydrochloride tablets and the assumption includes that all
1.5 metric tons will be consumed and excreted by the patients.

07/25/96 16
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Using the calculation stated in the CDER "Guidance For Industry For The
Submission of an Environmental Assessment in Human Drug Applications and Supplements.”

EIC - Aquatic (ppm)=AXxBxCxD

or

1 1 10° mg _

, x x 0.0000378 ppm = 0.0378 p;
1.115 x 10" yd 365 days kg P PR

1540 kg x

Therefore, this drug meets the requirements of a Tier 0 Approach.. No further analysis is
needed.

3.6.7

368

3.6.9 USE OF RESOURCES AND ENERGY
No analyses needed, per Guidance.

3.6.10 MITIGATION MEASURES
No analyses needed, per Guidance.

07/25/96 17



- 3611 PREPARERS

Ranga Velagaleti, Ph.D

Director

Environmental Fate and Assessment Division
Analytical Biochemistry Laboratories, Inc.
7200 East ABC Lane

Columbia, Missouri 65202

- Wes Winberry
Program Manager
Environmental Fate and Assessment Division
Analytical Biochemistry Laboratories, Inc.
7200 East ABC Lane
Columbia, Missouri 65202

The preparers' resumes are provided in Appendix B.
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APPENDIX A1 - CERTIFICATIONS OF COMPLIANCE FROM
FACILITY MANAGERS

APPENDIX A.2 - MATERIAL SAFETY DATA SHEETS (same as
Appendix A of March 27, 1996 submission)

APPENDIX B - CONFIDENTIAL
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CERTIFICATIONS OF COMPLIANCE
FROM FACILITY MANAGERS



NON-CONFIDENTIAL
APPENDIX A.1.1

CERTIFICATE OF COMPLIANCE
FROM FACILITY MANAGER

ABBOTT LABORATORIES, UNITED KINGDOM
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a Quee~seraug-

Abbott Laboratories Limited _ Mzt 55

-

- F MPLIAN

ABBOTT LABORATORIES states that it is in material compliance with. or on an enforceable
schedule to be in compliance with. applicable emission requirements set forth in permuts.
consent decrees, and administrative orders relating to the production of tiagabine
hydrochioride at its facilities in Queenborough, UK, as well as applicable emission
requirements set forth in iocal and UK national statutes.

Signed - A.f.
A. P ANDREWS
ASSISTANT TECHNICAL DIRECTOR
9th March, 1995
Aew - 323102 Engo
Tereorone Sneerness 1017951 580099 Aegrateraa Ofce: Ousenporougn reee

Fax 1017951 583325 Kent METT SEL  cmmammm=
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NON-CONFIDENTIAL
APPENDIX A.1.2

CERTIFICATE OF COMPLIANCE
FROM FACILITY MANAGER

ABBOTT PARK, ILLINOIS
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ABBOTT  LABORATORIES
PHARMACEUTICAL PRODUCTS DIVISION

ABBOTT PARK
GENERAL ENVIRONMENTAL COMPLIANCE STATEMENT

ABBOTT LABORATORIES states that it is in material compliance
with, or on an enforceable. schedule to be in compliance with,
applicable emission requirements set forth in permits, consent
decrees and administrative orders relating to the production of
TIAGABINE at its facilities in Abbott Park, I1linois, as well
as applicable emission requirements set forth in federal, state
and local statutes and regulations, relating to the production

of TIAGABINE.
St‘ z é T Y-28-95
N L ~Director,

Abbott P;rk Operations
Pharmaceutial Products Division
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NON-CONFIDENTIAL
APPENDIX A.1.3

CERTIFICATE OF COMPLIANCE
FROM FACILITY MANAGER

BARCELONETA, PUERTO RICO
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GENERAL ENVIRONMENTAL COMPLIANCE STATEMENT

ABBOTT LABORATORIES states that it is in material compliance with, or on an enforceable schedule
to be in compliance with, applicable emission irements set forth in permits, consent decrees and
administrative orders relating to the pmluetioa'aﬂ'hph- at its facilities in Barceloneta, Puerto Rico,
as well as .ppliuue emission requirements set forth in Heul. state and local statutes and ngulatiom
relating to the proJuction chiiiclkm. ’

e G Fhorer.

Luis A. Rivera Figuercs
Manager. Environmental
Engineering Department

LARFAme
C.om
Seemwat |
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APPENDIX A.2

MATERIAL SAFETY DATA SHEETS
(same as March 27, 1996 submission)
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Acid, Ascorbic, USP, White, Powder

' Acid, Ascorbic, USP, White, Powder
Acid, Ascorbic, USP, White, Powder

| Acid, Stearic, NF, Fine Powder

| Cellulose, Microcrystlline, NF (Avicel pH 101, 102)
Colloidal Silicon Dioxide, NF (CAB-O-SIL M-5)
Crospovidone, NF

| Dye. Blue, FD&C No. 1. Lake, 11-13%

| Dye, Blue, FD&C No. 2. Aluminum Lake (Fine Grind), 11-14% 4

]
!
|

, Dye, Yellow, D&C No. 10, Aluminum Lake, 14-17%
Dye, Red D&C No. 30, Aluminum Lake

Hydroxypropyl Cellulose NF Vis. of 10% H,O Solution:
Hydroxypropyl Methyicellulose 2910 USP, 15 CPS
Lactose, Anhydrous, NF

Magnesium Stearate, NF, Impalpable Powder

Starch, Pregelatinized, NF

Titanium Dioxide, USP, Special Coating Grade
Wax, Hydrogenated Vegetable Oil (Sterotex K)




MATERIAL SATETY DATA SEEET

852422258824 ARROT? LABORATORIES
a CHEMICAL & AGRICULTURAL PRODUCTS BIVISION .
asassasaa a EORTE CHEICAGO, ILLINOIS 60064
a ‘ a ENERGERCY TELEPEONE 1~-708-937-6100
a ABBOTT a CERNTREC 1-800-424-9300
PYYYYTYTVYTTY]
ISSUS DATB:10/31/9¢ ZTSCA STATUS:Rzampt APPROVAL?

LIST/CODBL 740402
PRODUCT NAMES ®iagsdise Bydssedletider 2638773 A=70840.1
CHENICAL RAMES &te)ve(d,i=0i(d=a0thyithionc3oylldusedeonylinipssotics asid

DOT CLASSIPICATION: 5ot negulased
EAZARDOUS INGREDIENTS/IDENTITY INFORMATION

OSEA ACGIE ABBOT?T
RAME (CAS ¥O.) 2L TV LIMIT L}
fiagsbine uydreehictide [ + 3 s oo
sugasasdous pos 08NA sritesia vee

PEYSICAL PROPERTIES

ADDEAraANCEl off white selsd
Sclubility: s»

3oiling Point: wn» Melting Points ive-106 ¢
pRs an Vapor Prassurst s/
Vapor Dansity: sn Density: wn
Viscosityis, .

FIRE AND EXPLOSION DATA

Tlash Point: sn»

pxtinguishing Medias wee evsreprisse nedins tor undeciyiag sscee ot tize

Special Pirs Pighting ProcedureS: wes: pretsstive eleching sad self-

sentsinad bsesthing spperatus

Unusual Pire and Bxplosicn Hazards: iesitien sessitivity: severe)
Suplesien severity: severe) Sxplesibility isdess sevese
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PACEs 2

PRODUCT NAME:Tiagabins Bydrochloride; A-65877; A-70569.1

REACTIVITY

Incompatibllity: s»
Hasardous Daccmpositisn or By-products: s»

Conditions to Aveoids us
EEALTR EAZARD DATA

Routes of BEntry: Inhalation - Yes Skin = No Ingestion - No
Oral Toxicity: :ase >3000 sg/ng 33 zass, 880 (1000 sg/kq 4n miee

Dermal Toxiclity: 1380 > 3.800 sg/ug s sashiss. Glight redness ves
eboosved ot She Spplisatisa 858e is sne FedBIt after & 3¢ bess espesure

Inhalation Toxicity: sn»
Corrogsivensss: sn»
Dermal Irritationt ses izsisating s the skia of sadbiss

Ocular IrTitations srrisant. A sederase oys irritest 4a redbiss
predueing setneal epesity, S8isis and semjvnstivel isvisasies wish ealy partial

tesoveey ia 7 days

Dermal Sensitization: set s seasitiser ia guines pig sazimisscion sesey
st s shallenge ssnaentratien of 35 end $5% 18 petralatus.

Special Target Organ EZfectst s/s. aaciepileptic that ianidits the
uptale of gasme-suine busysie ssid (SABA) ia the ecentzal netveus systes (CB8). 3
sepess=dose studies ia sninals, tiagadbise Bydseshieride prodused €88 changes (tremss,
ssavelsisns), saliveties, levesed heart rats, ebanges in 1iver Zusstion PAIERETEld.,
asephelagie shongea 18 the lives sssEidutable to cusyne industies 8t desages of 3
ug/hg/day ot Bere. 38 repredsstive studies, sstersal sevisicy end Setsl tesisity
‘(6oszessed WOILUAL aRd iseressed TessTPLiens) wete neted st dosages of 3% ng/ng/lay et

Carcinogenicitys WIP - WL IARC - NL OSEA - NL ACGIE - NL

Signs and Syeptoms of ExXposurse: a/s. Is elisses) trials, tisgabine
posteshlotiée prodused besdasne, ssssslsnse, dissiness, ispalired seaseatsatien,
slsszstians 18 sesd, senery snd perseptien, dry ssuth, 1aste perversiens, ssthenis
(lsek of energy), systaguus, d0d evesting. Animel Sats suggest stetatiess in liver

funstien pssassctats

Medical Conditions Aggravated Dy EXDOSUTrS! s/o. Bats segeest pro-

esisting eye injusy, £33 allseate ot 1ives disesse
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PACE: 3

FRODUCT RANE:Tiagabine Bydrochloride; A-65877; A=70568.1

Emgrgency and First Aid Procedures! Ssseve frse ssusss sf espessre.

22 skim o¢ e¥ye sonsast seest. f£lush with sepisus snewnss ef waset. 3If irtisatien
peseinss of 84gRS of naxisisy esee:, soel Dediss) stsestisa. Be Nsewa satidese.

Provide SYRPLEBANIE/SUPPertive G2TO 88 BASESAATY.
SPECIAL PROTECTION INPORNATION
Ventilation: vee lassl veatilation te eentsel Sust ot its S0utes(s)

RasPLrator: asspplied aiz sespisster 1f hendling eelid metorial.

Gloves: :iuwpervisss
Bye Protection: reli-fese respiseser

Other Protection: wess fulinedy syves severings with heed aad shee
sovess Suring 48ty epatzatiens.

SPECIAL BANDLING AMD STORAGE
Special Precautions: wess hands sa¢ fase sfses bandling Shis eempesad.

Spill or Ralease Procedursst sveep wp predust, place iats
apprepriate ssatsiner for dispesal. Aveid dest. YVessilase and wash spill sres
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%N/A = NOT APPLICABLE
%/D = NOT DETERMINED
NL = Not Listed
L = Listed
€ = Cailing
S = ghort Term
(R} = A registered trademark of Abbott Laboratoriaes
| (™M) = A registered tradamark of Abbott Laboratories

|?ve iagtermasien and Fossubendations 008821008 bataln 470 Based UPES 3osis bellieved 5o be
jzelisdle. Raveves, Abbett Ladesstories 4008 Bat GUASESTHe their asssurasy et csmplotensss
|Ben SEALL ANY OF 9238 ISTORNANIOU SSEETITUSS A GASRANYE, VESTNSA SEPRABSAED 62 INPLIER, AS
|20 AR SAPETY OF YNS S008s, NS KEBACEANSANILISY &7 SES 00088, SR NS riTEzas oF 938 80088
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MATERIAL SAFETY DATA SHEET

BASY CORFORATION

1609 BIDDLE AVENUR

WIANDOTZIE, I 48192

(313) 246-6326¢ Original Date: 09/09/19%3
' Revision Dats: 02/02/199%4

Zmergency Telephone: (800) 424=9300 (CEEXTREC)
(800) 832-EELP (BAS? Eotlisne)
30TE NUMBERS ARE AVAILABLE DAYS, NIGETS, WEDXENDS, & EOLIDAYS.

SECTION 1 = PRODUCT INFORMATION

Product ID: NVN €351341

. ASCORBIC ACID USP, FCC POWDER

Coamon Chemical Name:
L-ASCORBIC ACID

YNIONYRS

VITACIN C POWDER

Molecular Formula: .
C(E)R(8)O(E)

Molecular We.: 176.12

Chemical Pamily: vitamin

SECTION 2 - INGREDIENTS

Chanical Bama: CAS Assunt PEL/TLV Data:
L-ASCINSIC ACID [ ] $0-81-7 > WEX 607 ESTARLISNDD

1 - Deveted an IARC lisses carvirmpen N+ Donntes an GSRA health hazary

2 - Derwtes an NTP Listed eersinegen P - darmten an OBNA phveicsl haszary

0 - bermtes an GERA carvirmgen € - bormtes & CERCLA istes shamiest

Soe sectian 10 for SARA-3TS list.

SECTION 3 - PEYSICAL PROPERTIES

Coter: hite
. fera/igmeerwes: - Pomter
Omers [ 4T T
ik bewmity:
Suik Sewity: .7 - 0.8 [ ¥:-4
[ B . 2.2 2.5 (31 M mAR)
Typrasi \ow-GABGE -B'gn Dey. d Pronswre
seiling Pt 0T avallLABg
feouging Pt: - 1% [ 4 . 1 ancEragngs
Oesanp. Tap: > 14 1 Atouats
selupitlity in vater Deveription: satunte

SECTION 4 = TIRE AND EXPLOSION DATA

TYpical Lov=-RANGE~-Righ Deg. Nethod
Flash Point: NQT AVAILABLE
Autoignitioa: 370 -~ 375 € NONE SPECIFIED



ASCORBIC ACID USP, FCC POWDER | Page : 2
NVN 651341

SEZCTION 4 -~ FIRE AND EXFIOSION DATA (eont)

gxtisguisking Medixz:
Use vatar fog, fcas or dry chamical extinguishing media.

Pire Fightiag Procedurss: ‘
Pirefightars should be equipped with self-contained breathing
apparstus and turn Out gear.

: .
Adeguate ventilation and cleanup Bust be maintained to minimize dus:
sccunulation. May form explosive dust-air aixturs.

SECTION §' - EEALTIE EFFICTS
Routas of entry for solids and liquids include eye and skin
contact, ingestion and inhalation. Routas of entry for gases
include inhalation and eye contact. Skin contact say be a route
of entry for liquified gases.

Toxicology Test Data:

Rat, Oral LDSO - > 10 G/KG .
Practically Nontoxic
Human Occupational Ixposure Experience -
Slight to moderate sansitizer

Acute Oversxposurs Pffects: .
Contact with the powder or its dusts may cause irritation of the
eyes, skin and respiratory tract. Ingestion of large amounts may
causs gastric disturbancas.
Inhalation may result in respiratory irrication.

Chronic Overaxposurs Z2ffscts: '
cnreonic ingestion of large dosas of vitamin C may cause gastro-
intestinal disturbances, including nausea and diarrhea, urinary
effacts involving urine acidification, oxalats and uric acid
crystallization in the bladder and kidney and decreased reaction
times and psychomotor coerdination.

Pizrst Aid Procedures - Skia:
Wash affected areas vith soap and vater. Remove and launder
contasinated clothing before reuse. 1If irrictation develops,
get medical attantion.

rirst Aid Procedures - Lyes:
Innediately rinse eyes with running water for 1S ainutes. If
irritation develops, get medical attention.

pirst.Aid Procedures - lagestion:
If swalloved, dilute vith water and immediataly induce vomiting.
Never give fluids or induce vomiting if the victim is unconscious or
having convulsions. Gat immediate medical attention.

Pirst Aid Procedures - Inhalatiea: .
Move to fresh air. Aid in breathing, if necessary, and get
inmadiats medical atzention.

Pirst Aid Procedures - Notes to Physicians:
None knewn.

pirst Aid@ Procedures - Aggravated Medical Conditions:
No data is available which addressaes medical conditions that are
gensrally recognized as being aggravated by expesure to this product.
Please refer to Secz=ion S (Effects of Ovarsxposure) for effects
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SZCTION $ - EEALTE EYPICTS (ceat)

cbserved in animsals. ]
Pirst Aid Procedurss -~ Special Precauticas:
Nons ’

SECTION ¢ ~ REACTIVITY DATA

staibility Data:

stable -
Incompatability:

No data available.
Conditiens/Rasards to Aveid:

Beat, light, moisture and air.
Zasardous Decompesition/Pelymerizatien:

Polymerization: Does not occcur.
Corrosive Preparties:

Corrosive to metal.
oxidiser Properties:

Not an oxidizer

SECTION 7 - PERSONAL PROTECTION

Clothing: .
Gloves, coveralls, apron, and boots as nhecessary to prevent contact.

Zyes:
- Chemical Goggles
Respizration:
If dusts are generatad, vear an approved dust respirator.
Ventilation:
Use local exhaust to control dusts.
Explosion Proofing:

" Nones required.
SECTION 8 - SPILL~-LEAX/ENVIRONMENTAL

Gepezal:
Spills should be contained, solidified and placed in suitable
containers for disposal in a licensed facility. This material is not
regulated by RCRA or CERCLA ("Superfund“). Wear appropriate
respiratory protection and protactive clothing and provide adequate
ventilation during clean-up.
Waste Disposal: -
Incinerate or bury in a licensed facility. Do not discharge into
vatsrvays Or sewer systaams vithout proper authority.
Cosntainer Disposal:
Dispose of in a licensed facility. Recommend crushing or other seans
to prevent unauthorized reuse.
Pnviroomental Toxicity Test Data: .
Inhibition of Actzivated Sludge - < OR = TO 1 G/L
No Inhidition
BOD/COD Calculation for eliminability = 70 PERCENT
Good Potantial for Elimination
Golden Orfe, static 96 nhr LCSO - 1000-2200 MG/L
Insignificant Hazard
Toxicity to Bacteria - EC/LCSO=140 MG/L
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, SECTION 8 = SPILL-LEAX/ENVIRORMENTAL (cont)

TEST RATING NOT FOUND
SECTI0N 9 - FTORAGE AXD EANDLING

General:
Store in a cool, dry placa. Xaep containers closed vhen not in use.

Store ‘in light impervious containers.

SECTION 10 = REGUIATORY INPORMATION

TSCA Inventery Szatus
Listed on Inventory: YES
Product Grades: USP: Y NP: ree: ¥

SECTION 11 « TRANSFORTATION INFORKATION

DOT Secondary Hazard Class:
NONZ
DOT lLabel Required:
NONE
DOT Placard Required:
NONE
DOT Poison Constituent:
NONE . .
BASY Commodity Codes: 453 UN/XA Code: N/A Z/R Guide:

3ill of Lading Descriptiea:
FrooD, DRUGS OR MEDICINE, NOIBN

* CLASS: 2. G. SKIPPING XAME:
IATA: NONE NA NONE
IXO: NONE NA NONE
TD@: NONE NA NONT

WHILE BASF CORPORATION BELIEVES THE DATA SET FORTH HEREIN ARE
ACCURATE AS THE DATI HEREOF, BASF CORPORATION MAKES NO WARRANTY
WITH RESPECT THERETO AND EXPRESSINGLY DISCLAIMS ALL LIABILITY FOR
RELIANCE THEREON. SUCH DATA ARE OFFERED SOLELY FOR CONSIDERATION,
INVESTIGATION, AND VERIFICATION.

END OF DATA SHEET



WITCO MNATERIAL  -SAFETY DATA SHEET
e e R R
HYSTREXE(R) S016 NF FG

PAGE 1
2xotuct Code: MM HYST S016 WF Fg

CAS NQ:57-11-4
NFPA HAZARD RATING Fire
- Extreme
3 - High
2 - Moderate
1 - Slight
0 - Instgnificant
HMIS HAZARD INDEX
Hazardous - Severe
Materials 3 - Sertous
ldentification 2 - Moderate
Systen - 1 - Slight
. 0 - Minimal
L 11 ] L T T Ty | 4]
DIVISION m LOCATION--~-SECTION 2
Rivialon: .
Locazion: HEPHIS ™
P.0. amxzsm1m£(’s;rlmmxsmmmzsas

CHEMTREC 1-(800) 424-9300 (U.S. and Canada)

cantzcn. AND PHYSICAL PROPERTIRS---SECTION II

stearic acid
Formula: sixture
carbon mONOX10e and carbon diaxide from burning.

"Strong Ox1d1Zers such as hydrogen peroxide. bromine, and chromic acid.

none
Porm: solid (flake. powder or bead) Qdgr: ®ild - typically fatty.
ADDEATIANGCE: WXy ’?J.n:: off-white to light tan.

.8
Roiling Poink: greater :nan :ns'c (600°F)
Melring Poinc: approximately 53 to SS'C (127 to 133°F)
Salubd : negligible

Volat! iglq 1910le
:xmnn.znn_nn h e
mm:.tm?a’ﬁ_z..zn_:} neg'l'igib‘le

vapar Density (adrel): not spplicable

pE _(as i3): no Gata available
Stabilicy: Product 1s stable under normal conditions

Viscosizy SUS ac 100eP: nat applicable
{Continued on next page)




WITCO MATERIAL SAFETY DATA SHEET
HYSTRENE(R) 5016 NF F&

) PAGE 2
Peoducs Code: HUM HYST S016 NF FG

SONSBOTHO o0 Gane s - onSseee s sas

FIRE AND EXPLOSION DATA---SECTION III

--.-..-m..--m--..
4 -

e Reswstraan Of water. Fatty mterfal will ficat.

none. see on ’
: (Method Used) Cleveland ?.en cup approximately 150°C (374°F)

Elashpoint
Flammahle limics §: no data availab

%aiwuuﬁnmwumwmszmorW&m

Clased containers exposed to fire may be cooled with water.

HEALTH HAZARD DATA---SECTION IV

A ites not otherwise reguiated: Total dust TWA: 15mg/s3  Respirable ©

Fraction: Sog/e3 (OSHA) i
Particulates not otherwise classified: TWA: 10 ag/m3 (ACGIH)
H

no data availadble .
acute ora) LDsg greater than 1 ‘g/kg (rat)
A h
Eves: ately flush with large quantities of water for at least 15
pirutes and call a physict

an.
Skin Contact: Wash with soap and water. For contact with hot molten material,
cool burned skin area by 1mmersing in cold water or apply cold

water.
Izbalacion: Resove victim to fresh 3ir.
77 swaliowed: Contact a physician irmediately.

| SPECIAL PROTECTICN INFORMATION---SECTION V

- L L - -

) 1¥mcusarytocmtm‘ T or fupes TroB hot material and to maintain the

permissible exposure 1iait (PEL) or time-weighted average (TWA) value
use N certifiea cust mask and/o'r respirator where appropriate.

neoprene type
e cal safety goggles and. if handled hot. full face shield

necprene protective type aﬁm.
(Continued on next page)
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WITCO MATERIAL SAFETY DATA SHEET
G0 -

HYSTREXE(R) 5016 WF FG

PAGE 3
Eraduce Code: MM HYST 5016 NF FG

EANDLING OF SPILLS OR LEAKS---SECTION VI

Mm—-- cosoowesesn

prm are adequate. Melted nterm
burns. mu-m ng‘ burned or landfilled can cause thermal
In case of spillage. sweep up and dispose of in accordance with federal, state

and local ngulatiuns

spon ) 1n accordance with all.applicable federal, state and Jocal
ngu‘lat ons.

SPECIAL PRECAUTIONS---SECTION VII

H
Where austy ﬁa‘ misting conditions exist an u:p‘oﬂve atmosphere could develop

as with any orgamic material.
Keep containers sealed until ready for use. Avoid excessive long tern storage

tesperatures to prol shelf ife.
ik : 66°C (150°F)

Wﬂl DATA---SECTION VIII

n,g,:, uatnsgumed

Repartable Ouantiny: not appltcable
Preight Classificasion:

‘Special IXaasportation Noces:

mm/m REGULATIONS ---SECTION IX

iﬁ product ooes not contain any Mﬂ' subject to the reporting l'!qﬂm
of Sect‘lon 313 of Title III of the Superfund Asendments and Reauthorization ACt
of 1986 and 40 CFR Part 372.

L4

For Industrial Use Only.
(Continued on next page)
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WITCO MATERIAL SAFETY DATA SHEET

HYSTRENE(R) 5016 WF FS PAGE 4
. S=pduct Code: HUM HYST S016 NF FG

(COMMENTS continued)
Ll ;tary Tiance
H
original Dats: 10/16/85
:.1 /1 mm:
Supezasdas __: 01/10/90
m:

We believe the statements. technical informstion and recosmendations contat ‘
:rre1:uglom they are nghm m%tgrrfgy or\m of any kiwfnahrgsem
or consequential. artsing out of their use. i ge. or Expense d"ec»t
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Product Name: Avicel® PH Microcrystalline Cellulose

MATERIAL SAFETY DATA SHEET .
mmmmm-mdemU&mMC--nhm
Standard, 29 CFR BMM&CM!W&MWM!I;

1. Company and Product Identification

FMC CORPORATION FMC CORPORATION NV
Pasrmaceutical sad Bicscience Division Avenue Lovise 455-89
1735 Markst Street 1058 Brusseks. Beiginm
Philadeiphia, PA 19183 (US.A.)
chemicat N . M Gine Calial
Acand Name . Avicel® PH 101, 102, 103, 108, 112, 200
ChemicalEamily : Carbohydrae
Egcmula : (CeH1008kx
Srapoyms : Microcrysulline Celiulose. MCC
EMERGENCY TELEPHONE NUMBERS:
US.A. & Canads Exrope
Medical (303) 595-9048 : Maedical 01 (303) 595-9048
Chemuec (300) 424-9300 Transportaiion 01 (202) 483-7616 .
Plant (302) 4510100 Piant (Cork) 3532134 123
_ General Information: (215) 299-6000 Brussels 3226455511
2. Composition/Information on Ingredients
Incredient Nams Cass EEC Symbal and Risk Fhoeases
Microcrysialline Celiulose 9004346 Not claszified as dangerous
3. Hazards Identification
Emerrencey Overviex:
mdommeatmylmumm in air when diswurbed and dispersed.
.. Eflecss:

w,‘m;mummmmmuusﬁmmmmmm

4. First Aid Measures

Exms : nu-unmtuamummummmmmwm

Skia : wmmmphmydmmm.oamm“iﬁaﬁenmﬂm

lohatation nmntmw.lfbﬂnmgdiﬂmtywmfmmummmm

losesiion :Dnntplamyol-u::.nguwamngbymmwumbumlrmmfmm
obtam medical aucnuon.

Noses 10 Medicat Doctor: This compound has very low waichy. Treaunent is sympiomaue and supponive only.

USDSE 9004-34-6 gV e | ot 62693  Pagelole



Product Name: Avicel® PH Microcrystalline Cellulose

§. Fire Fi!htin! Measures

£ » » I- ll l- : wa

U'nucnat Fire and Exalasian Hazard : Accumulation of overhead stiled dug may (orm explosive coucenoaions in
air when dimurbod aad dispersed. The propaganon of flame through au-
Oostad dusts takas placs emaily followng 3 snall expionion which shakes
dowa accumuisied dun. Acconding © NFPA 63 (Explomon Venung Guide),
the Hazard Class of Dust Dellagnations for microcrymaliine colluiose & Si.1,
the lowast hasard class.

Snecial Fire Fiohtine Praredures. : For firws involving this material. do act enter any eaclosad or conlined fire
spacs withowt wanring full prowciive ciothing and seif-contained breathing
spparsms (SCBA) spproved for fiselighting. This is secemary © prowect
againg ths hazards of hamt, products of combusiion and oxygen deficiency.
:o:huhn&mcmm

Hazardous Decomposition Products ¢ knows

6. Accidental Release Measures
Maintin good housekeeping pracuces 10 minimize sccumulation of scitled dus, especially on overicad surfaces. Sweep
up the spilled material and dispose of in accoriance with the wasie disposal mewhod outlined in Scction 13, “Disposal
Considermions”.

7. Handling and Ston‘e

Use local exhaus or general dilution vensilation 10 control sxposure 10 dust. Alweys use safe lifting wechniques when
manually moving containers, especially whea shipping containers weighing more than 30 pounds (2.7 kg). To prosect
quality, siore ia 3 Light contaner i 3 dry place.

8. Exposure Controls/Personal Protection

v

B . p 1p ive Eaui
Respiratory : Whenever dust 1a the worker's breathing zons cannct be controlled with ventilaiion, workers should
wear respurators which arc approved by NIOSH/MSHA (or equivalent agency) (or prowection againgt
artome dus.
Eys : Whenever airbome dust concenirations are high. ppropriate protective cyewear, such as
monogoggics. should be wom 10 prevent eye contact
Cloves 1 Not requiredt. :
Speciaf Clothing
and Equipment  : Not requured.
E Limi
Exposure Limit Celluiose
inhatable Respirabie
Dust Dust STEL
Beigium (TWA) 10 mg/m) - -
France (TWA) - 10 mg/m3 -
Swizeriand (TWA) - 6 mpm3 -
United Kingdom (TWA) 10 mpm3 S mg/m? 20 mg/m3
USA (ACGIH TWA) 10 mgym) - . -

USA (OSHA TWA) 13 mym3 S mg/m3

Msps e 9004.34-6 REV E | Daie: 62491  Page2efd



Product Name: Avicel® PH Microcrystalline Cellulose

9. Physical/Chemical Properties
Apaearance : Whae, (ree flowing powder Scinhility in Water ¢ lnsoluble
(% by Weight)
Odar : Odoriess Exnporaries Rate : Notspplicable
(butyl acesms = 1)
Mehtine Point ~ : Notappiicable Bash Poing : Notapplicable
Dailine Poins : Not applicable Eammabie Limits (Air)
' lnpee :  Notapplicable
YapoePressue  : Notapplicable ) Loxes :  Nok applicadle
Yaooe Density  :  Not applicable Antaisnition Temperatare
(Airs 1) : Misimum Ignition Temp : <20°C
aH (mis) ¢ Noc applicable Exniasive Progersies t Siel
aH (i sola) : 5070 a3 an 11% wlids dispersion Oxidizine Properyies :  Not applicable
Soecific Geaxits : Bulk deasity, 03 g/es Banition Coeflicient (Kow) :  Not spplicable
(H20s 1) .
zzxomﬁl:.lu : Approzimaxly 5% water, by weight EatSolubilicy : Not availadle
Yalume
10. Stability and Reactivity
Stabiity : Stadle Haxardons Decomaosition : None known
Products .
Conditionyatesiat 01 ilitn:  Noae)
11. Toxicological Information
Exe Contaet : Minimally iriaing (rabbit). PMC Swdy Numbers IR2.621, 152-826.
Skin Conmact : Nom-isritning, Primary Levicuion Index (rabbi) = 0/8.0. FMC Swdy Number [82-625.

Non-sensitizing (guiaca pig). FMC Swdy Number [91-1184,
Skin Abeaention  : Dermal LDSO > 2 p/Ag (radbit). FMC Swdy Numbers 182-620. 182-624.

Inhatasina : No monality 3t mazimum auainable concemtrauon. 4 hour LC30 > 5.05 mg/! (ra1).
FMC Swdy Numbers 182622, 182627,
lncestion : Oral LDSO > $ g/xg (ra1). FMC Sudy Number 182623,

Acute Fffects From Overexposure:  No significant &azard i animal wzicity tests.

Ohranic Flfecss Feam Overesposure : A 90 day animal sudy showed no adverse effects when adminisiered in the diet
(FMC Swdy Number 192-1464). This produst was acgative (non-muiagenic) in the Ames test (FMC Sway Number
191-1189). No adversc human effecas known. Microcrysialling ceilulose is considered an inest Gust which is ROt $ORKC
10 the lung when exposurts are properly coauolled.

Carcingoenicity:  LARC: No NTP: No
12, Ecological Information

Other (OSHA, ACCIHY: No

Enviconmsncal Eate:  Biodegradauon in soil: Inhcrently biodegradable (FMC Swdy Number [92-1300).

Rambow Trout: 96 b LCSO > 100%. Sawraied soluvion.
(NOEL = 100%). FMC Study Number [92-1297.

Daphaix: 48 i LCSO > 100%. Sawrated solunon .
(NOEC = 100%), FMC Siwudy Number 192-1298.
Alese: 96 wr ECSO > 100%. Sawraied soluuon

(NOEC = 12.5%). FMC Sualy Number [92-1299.

ASDS £ 9004346 REV.E I Dair: 6-24.93  Pagedols



Product Name: Avicel® PH Microcrystalline Cellulose

13. Disposal Considerations

No special disposal methads are suggesied. i is the wser's responsidllity 1 comply with all applicadle local. s, and
* foderal laws, reles. reguiations. and standards.

14. Transportation Information

MarpolDesionation @ Nome

: Not regutaied in Title 49 of the U.S. Cods of Federal Regulations a3 a hxzardous maieral,
: Nationsl Mowr Preigit Classilicasion liem 71390, Flour Cellulase, Edibie.
: Not Applicable

Camt2 ODQ) : New Agplicable
15. Regulatory Information
1LS TSCA Inventary * Ya
1S SARA Titte III
Seciicn 311312 : Noms

Secuion 313 (40 CFR 372)

Canada WHMIS

: This product doss B0t CORRIA any 1BXic chemicals subject 10 the reporning

requirements of Sectios 31 of Tile (1 of the Supariund Amendments and
Reauthorization Acs of 1986 (SARA) and 40 CFR pant 372

: This product docs noL contais any chemicals currently on the Califomis list of

: u.mmmumwwmm

Informaion Sysiem (WHMIS).

: 232674-9 Calluloss

21-595-7 Hydrochioric scid
Note: Under the EINECS reponing guidalines, the reactants are reponabie: the
post-reacted anwral polymer is not reporable.

: Not chassificd as dangevous
. Net ciassified as dangerous
: Not classified as dangerous

: Avcd‘ﬂl Mmﬂmmmumgm-u

Inllﬂ hﬂm mmumuuw
Codes. Microcrysalling cellulose is generally recognizad as mis (GRAS) by
qualified experts and is in accontance with the Uniad Scxes Food and Drug
Admisistrauion. FMC maintsing 3 Drag Maswr Fils at the US. Food and Drug
ASMiIniSTLON 10 Support Lhe aafe use of Avicel PH ia drug products. The
Awvcel PH products are manufacwred ia sccondance with Currere Good
Manulaciuring Praciice snd are in compliance with the Federst Food, Drug and
Cosmeuc Act, as Amended.

16. Other Information

NFPA Dasignation 704

Decree of Mazard Desree of Hazared Code

Red Fire:

Biue Halk:

Yellow  Reactivity:
White  Special Hazard:

Prepared by: FMC Corporanon
Sections Revised: New Format

ASDSE 9YNN-346

oo

4 s Extreme |

J = High

2 = Moderste

1 = Slight

0 = Insignilicant

Date: 6-24-93  Pagedofd
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I
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|
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|
I
I
I
|
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CABOT

Material Safety Da-z’a Sheei

e

Cam Commpnn

Contngn
°0 tm v
-m-::.-“"

Toum: ey
'-.."’ID:

CAB-0O-SIL® UNTREATED
FUMED SILICA
January, 1985 January, 1963 217.253-3370
[ N MA
CHEMICAL HAZARD RATWNG
TRADE NAME £ STRONTYS
CAB-O-Sit® Fumed Silica. Colicital Slica. Synthetic SEca mum.
SHEMICAL FAMILY MOLECULAR FORMULA
Oxice Siy
SECTION 1i - SIGNIFICANT COMPONENTS AND CONTAMINANTS
PERMISSIBLE ACGIM
CAS NO. COMPONENT PERCENT | EXPOSURE Totad
LarT Dust
112945-52.5 | Silica. amorphous, fumed, cryst.-free 99 plus “None Listed | “None Listect

*CAS-O-SIL fumed siics = a noN-NEZardous Malensl snd thus 0oes not have an assigned PEL or TLV. The naustry stanasrd for

purpones = 6 mgm?.

samping
NOTE: Refer 18 SECTION XI for TSCA rwormasen.

SECTION 1l - PHYSICAL DATA

PHYSICAL CHARAZ TERRS TIES
Fine White Powder, Odoriess
TOUNSFONT FREEZING POWNT SFECFC GRAVITY (WATER @ 0.0y
NA NA 22
VAPOR PRESIURE (wen OF MERCURY) "
NA 4.0 (4% Agueous Shary)
VAPSRDERSTIV (AR = 1) SOLIBILTY IN WATER
NA insoiuble
i SECTION IV - FIRE AND EXPLOSION HAZARD DATA
TUASH POINT (SPECHEY WETHOD) FLAMMABLE (EXPLOSIVE) UMITS (PERCENTAGE BY VOLUME)
[LOWER B COSVE UMY [UPPER DFLOSIVE LMY
NA . NA NA
TRE EXTINCGULENING MEDIA
NA
SPECIAL FIRE FIGHTING PROCEDURES
NA
UNUSUAL [
See Sechon IX

— 4
CAB-O-SIt® @ 3 raymares Faocemare of Cabot Carporseon .
©1991 Caont Corvresen



SELTION V - HEALTH HAZARD DATA

T .
CAB-O-SI® @ net conmdered 8 aaronegen by ARG, NTP or OSHA. Primery reuse of enuy, inhaiston.
Non-tame Orel LD $0 = Gregser than $000 mgAy.

ASUTE
None Kncwn ather than Pasalie 1eMPOrary GRCOMON Gus D MASISUON of CLSt CONCENTED.A 2DOve
parTIEsDie aXPOSY ime.

om:?u:om HUMen SEes AEve SUNE et WOrPIScs SXSOSUres 19 Ayned MAcE 00 NGt CRUSE Chronx hesth effecss

HOwever, S0MS FESAAITRErS Seiave that ehrons sllarmmation, ung fross and ung tsmors can de
Govensped from eXpOBTS 15 vels of MESRibie Ut S0OVE the NEUELYY SIANONY of § mym>. Thas
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TEREGAL REATTVITY

SECTION Vi - REACTIVITY DATA
Stadie

Soilled CAB-O-SiL. fumed siics is not 3 hazartious wasts under U.S. Federal RCRA Regutations.
WASTE DEPOEAL METROD
CAB-0O-SIL fumed siica may De swept Up Or vaciasmed for normal disposal

NIOSH 300roved Gust resprator recormmenced for concerirations above § mom’.
VENTLATION OTHER
Agequate for dusty anvironments Nore

SECTIGIR-QECNM
Dry powoersd matenass can dudd SISUC SISCIYEN ChATREs WREN Submciad 19 incton. Proper precautions, when usng CAB.O-SIL
fumed siics , e presence of NEMYMadie or expiosne nnds. SHOUIS be taken 10 prevent sccadents. (See NFPA.T7 Static
Elecncty}

SECTION X - SHIPPING REGULATIONS (D.0.T. NOMENCLATURE)
CAB-0-SIL fumed silica is not resticted/non-hxzardous.
SECTION Xi - REGULATORY INFORMATION
CAB-O-SIL fumed sica & nor 8 hazardous sudstance under EPA CERCLA ang SARA Title iii. The folowng EPA CERCLA
and SARA T Il notfication reqUIremMents 60 NGL 2Pty O ths NON-NAZIECLS sudstance: 1) Release; 2) Emergency planning
Dased on thweshaid quanites (TPC), 3) Reisase reportng on reportadls quantties. 4) Submmaon of annusa! repons of relsass
of tox chomucan. CAB-O-SIL  synthetic sica @ ated ” the Unaed Siaies of Amencan Environmental Pratection Agency
(USEPA) Toxx Sutstance Control At (TSCA) Chermeat Sutsiance inventory under ts former CAS 57631-86-8.
CAB-0-Sil. humed sics 6oes nol CONLIN. 8nd B NOL Menutactured with Class | or Class |l azone depietng chemcais, as dofined B
the Clean Ar Ac of 1990

The Qs 5% GPTASEIS GFRIES e S0 SIRES O) LA A o Caosl CATNENS VMTEIIE S S50 Gmpvad 15 50 faa @ of VIEL We 60 ant uuseee &
AR il SN UMY Wi i GRErED By A Yee GROIIR 29y MBIy ARUENG SUR OB e & P aers o T et




R I LTI

CABOT

Dear Customer:
Atzached is the information you requested on CAB-O-SIL® fumed silica and/or its retated
products. ‘
AS you know. U.S. federal and staze governmen authorities have instituted many regulatory
laws which require that compiete information on material safety and composison be publish-
ed and made available upon request.
The Cab-O-Sil Division of Cabot Corporation has complete information covenng the
regulations lisied below:

« OSHA 1910.1200 - Hazard Communication

« LARC. NTP. and OSHA Carcinogenicity Repors
F.D.A. Testing and Approval Information
« Sara Tie Ill Information
Califomnia Proposition 65
« Pennsylvania's Worker and Community Right-To-Know Act
New Jersey Worker and Community Rigit-To-Know Act NJ.A.C. 3:59

TSCA Registration and Similar Foreign Registrations

OSHA 1910.1200 - Hazard Communication, IARC, NTP, AND OSHA
Carcinogenicity Reports

Informagion requested regarding OSHA 1910.1200 and the carcinogenicity of CAB-O-SIL
fumed silica product(s) i3 included in that product's Material Safety Data Sheet (MSDS).
Cabot's MSDS fonmat meets or exceeds the requirements for material information disclosure
under 1910.1200.

In addition. you will note under Section V of the MSDS. Health Hasard Dam. the IARC.
NTP. and OSHA do not classify CAB-O-SIL fumed silica and its related products as
carcinogens.

F.D.A. Testing and Approval Information

The United States Food and Drug Administration (FDA) has approved the use of hydrophilic
fumed silica for many {ood applications (both as a direct food additive and as 3 substance
allowed inuo direct contact with food). The FDA has aiso approved the use of fumed silica
in cosmetic and pharmaccutical applicanons. To our knowledge. no agency or organization
charactenzes CAB-O-SIL fumed silica or any of its related products as reproductive toxins.
Addiuonally. 1o our knowicdge. no study provides any indication that these products might
be conndered 3 reproductive IOXIn.

Catwi Corpersuion

Can-0-5il Domsenn - - .

PO ‘Oul.l o c—— - - -

l’ulta.ll. " $193).0188 - . . com - a— -
780N -

Ton Seee 1-400.223 &7 3% o LT
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SARA Title III Information

Information on CAB-O-SIL fumed silics or its related products in connection with SARA -
Tute I Community Nm&mm&bmgum‘s MSDS.

Caiifornia Propasition 63, Pennsylvanis and New Jersey's Worker and Com.
munity Right-To-Know Acts '

With regard to Califomia’s Toxic Enforcement Act - Proposition 65 and Pennsyivania's
Worker and Community Right-To-Know Act. the Health and Safety Dana Sheet and MSDS
have been published to answer many of the required questions. While CAB-0O-SIL fumed
silica and related products are listed on the Toxic Substances Control Act (TSCA) Chemical
Substance Inventory. they have been proven 0 be non-oxic. The fumed silica and related
products do not contain as additives or components any of the chemicals identified as toxic
under either of the state aCts.  Some SUDSTaNCES May OCCUT iN LFACE AMOUNIS as impurities.
However. for purposes of the Pennsyivania law. they would not be present in reportable
quantties. Moreover. for purposes of the Califomia law, Cabot believes that exposure © its
fumed silica poses no significant risk of cancer and no observabie effect on reproduction.

The C3b-O-Sil Division of Cabot Corporazion has property labeled all Cab-O-Sil fumed
silica and reiated product packages 1o insure that they are in compliance with the New Jersey
Worker and Community Righi-To-Know AcL

TSCA Registration

CAB-O-SIL hydrophilic and treazed fumed silicas are listed on the United States of Amenca
Environmental Protecuon Agency (USEPA) Toxic Substances Control Act (TSCA) Chemi-
cal Submance Inventory. CAB-O-SIL fumed silica and other reiated products are also listed
on several similar foreign chemical inventories such as ECOIN - European Core Inventory
for EINECS - European Inventory of Existing Commercial Chemical Substances (European
Commuruty). MIT1 - Minustry of International Trade and industry - Department of the
Japanese Government (Japan). ACOIN - Australian Inventory of Chemical Substances
(Australia). and DSL/NDSL - Domestic Substances List/Non-Domestc Substances List
(Canada). .

Itis ourdesire to comply with all federal and state regulations and as such. we trust this leter,
. together with the enclosed informauion. will be adequate to answer all of your questions.
However. if | may be of funther assistance. please contact me.

Sincerely.

Michael A. Yusko

Health & Safety Manager

MAY/gpaw

Enclosums TD-160 1192
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Health, Safety and Regulatory Status
of CAB-O-SIL™ Untreated Fumed Silica

Manufacture

CAB-O-SIL® fumed silica is a synthetic. amor-
phous. colioidal silicon dioxide. & is produced by
the vapor hydmolysis of chiorosilanes. such as
silicon tetrachloride. in 2 hydrogen-oxygen flame.

SiCL + 2H; + 0:J%9C 500 « 4HQO

The combustion process creates silicon dioxide
moiecules which condense (o form pasticies. The
result of these processes is 3 three dimensional
branched chain aggregatc with a length of ap-
proximasely 02 © 03 microns. Once the ag-
gregates cool below the fusion point of silica
(1710°C). fusther collisions result in mechanical
entangiement of the dranched chain aggregates.
termed  aggiomeration  Funther agglomeration
takes place in the collection system 10 yield a fine
white flufTy powder with an aggiomenate size of
less than 325 US Mesh (44 micons) and surface
areas ranging from 90 w 380 m~/g. Calcining
reduces the hydrogen chiornide level © less than 100
ppm. The manufaciunng system combined with
the high quality of the feedsiock insures the punty
of the silica.

Toxicology

CAB-O-SIL fumed silica is amorphous and does
not possess the fibrogenuc potenual of many crys-
talline silicas. Expenence over the past 30 years of
manufactunng fumed silica shows not a singie
complainz case of lung fibromis or loss of pulmonary
functions due to fumed silica inhalaion.

Tests with laboratory arumals have given the {ol-
lowing results:

Acute Oral Toxicity

CAB-O-SIL was administered by oral gavage to 10
albino razs & dose levels of S grams per kilogram of
body weigiz, All animais survived the 14 day dura-
tion of the study.

CAB-O-SIL was evalusted for primary dermal ir-
bandages © clipped. intact. and abraded skin of
caiculated 1o be 0.44 on 2 scale of 0-8. The fumed
silica was considered inert to mildly irritating.
Primary Eye Irritation

CAB-0-SIL was evaluated for primary eye irriaation
potereial when instilled in the eyes of rabbits. The
mean Primasy Eye Irritation Scores for unwashed
eyes were 1.0 and 0.3 (in a scale of 0-110) after 24
and 43 hours, respectively. and 0.0 for the duration
of the test Scores for washed eyes were 0.0
throughout the 7 day et peniod. The fumed silica
was considered inert o very mildly irritating.

Acute Dust Inhalation (¢ hr. Gravimetric)

A group of 10 test animals (rats) was exposed 10 an
ammosphere with 3 gravimetnc concentration of
208 mgA (nominal concemuation $9 mgA) of
CAB-0O-SIL fora 4 hourperiod followed by a 14 day
observation penod. No arumals perished duning the
exposure or in the 14 day penod after exposure. At
NECTOPSY. NO gross lesions were observed.
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‘When iested under the staed conditions. the LC-S0
for CAB-O-SIL® fumed silica is greater than the
gravimerric concereration of 2.08 mg/l or nominal
concentration of 59 mgA.

Mutagenicity Testing

CAB-0O-S11. fumed silica was evaluated in s batzery
of four sandard tests for muagenicity. The fumed
silica was found 10 be negative in all four tests.

Purity ,

CAB-0O-S1L. is the purest commercially availabié
amorphous silica. Lt is at Jeast 99.8 peromx by
weigle silicon dioxide on an ignited weight basis.
Typical levels of trace metallic -impurities are
shown below:

Typical Analysis of CAB-O-SIL fumed silica

for Trace Metallic Contaminants
Elementppm Element Element ppm
AF @2 O X a3
Al < Cs L L ] L §]
As @005 Fe < H al
3 < Hg .} Se .l
Ba L1} L .1 Sa .1}
Be . Mg <! T <
B <2 Mn .1 v - §]
G < Me @3 i o2
[o] «.i Ns <3 Z O3
Co .l Ni <t

The “lexs than” signt <) indicaes thal the slemes
was net detecws Al ihe jevel prven.  Thase data
40 NOt TEPrESEnt 3 gUaranuss or specificaton but
amply show typical vaives found when random
preducuen sampies were wesiad by vanous analyu-
cal matheds.

Regulatory Status
CAB-0-SIL Fumed Silica in Foods

The use of CAB-0-SIL has teen approved by the
United States Food and Drug Admimsiration
(F.D.A.) for many food applications as both 3 direct
food additve 3t levels up 10 2 percent by weight and
as 3 substance allowed in the manufacture of
matenals that come 1o direct contct with food in
vanous producing. manufactunng. packing.
prepanng. transporung. and holding operatons.

Peninent sections can be found in Title 2° Code of
Federal Reguiations. Part 172 “Food Additives Per.
mined for Direc Addition 1 Food for Human Con-
sumption.” Additonal information on the use of
CAB-0O-S1L fumed silica in foods is availabie i the
publication. CAB-O-SIL® Fumed Silica as ¢ Con-
didoning Agent for the Food Processing indussry.

Food Chemicais Codex

CAB-O-SIL meets all of the requirements for
“Silicon Dioxide® (Synthetic Amorphous Silica).
Lot analysis available upon request.
CAB-0-SIL Fumed Silica in Pharmaceuticals

CAB-O-SIL has been suthorized by United States
Food and Drug Administration (F.D.A.) for use in
pharmaceutical products for insernal and topical 2p-
plicatiors. Infornation on the use of CAB-O-SIL
fumed silica in pharmaceuticals may be found in the
publication. CAB-O-SIL® Fumed Silica in Cos-
maezics and Pharmeceuticals,

USP-National Formulsry

CAB-O-SIL meets all of the requirements for “Col-
loidat Silicon Dioxide® as described in the United
States USP-National Formulary. the European Phar-
macopoeia, the DAB 9 and other national phar-
macopoeias.

Chemical Substance Inventory Listings

CAB-0O-SIL is lisied in the Chemical Substance
Inventones as foliows:

TSCAANDAICS  EINECS MY
(U.S.and Aumralia) (Ewope) Gapan)
7631869 2315454 1348 (1-310)D

(1) The Chameal Abswact Sarvies (C.AS.). 3 division of the
Amencan Chenmcal Secuty. has imusd CAB-O-STL. e
reguenen suwwber, | 13945.52.3 (silica, amerphos,
funed. crymaliion-free). CAB-O-SI. s mciuded in the
Teox:c Subsiance Comral At (TSCA) mvenssry s CAS
refury sumber. 7631.-35-9. wikeh ideniilies silim
(SiOn) regantiess of us physscal form.

Q)  lnsust MITI numbars refer © the Official Gasens An-
nouncement wiuie the members in pareathees ( ) refer »
the Releronce Nunber of Classificuma by Ssveswre.
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OSHA Hazard Communication Standard

CAB-0O-SIL fumed silica is not considered 2 haz-
ardous chemical under the US. Occupational
Safery and Health Administration's Hazard Com-
munication Standard (29 CFR Sec. 1910.1200). Al
CAB-0-SIL fumed silica manufactured and sold in
the United Siates is labeled in accordance with the
requiremenss of the Hazard Communicaton Sand-
ard. Material Safety Data Sheets are available upon
request. - ‘

Industry Recognized Exposurs Concentration

CAB-O-SIL is 2 non-hazardous maserial and thus
does nox have an assigned PEL or TLV. The in-
dusry sandard for total dust sampling purposes is
émpn’.

Handling and Storage

Handling

Since CAB-O-SIL is a dry powder material. we

recommend the following for maximum comfort

and safery:

* Avoid continued 2xcessive inhalation. Fumed
silicy dust levels should not exceed an 8 hour
me weighted average total dust exposure of
6mg/m’. The German (1950) MAK vaiue
has been fized a1 4 mg/m? total dust

« Provide adequate ventilanon of the work arey.
Where ventilation is not availabie, 3 NIOSH
2pproved dust resparator is recommended for
concentrations above 6 mm’.

+ Weareye protecuon.

+ Exposure 10 fumed silica dust may dry the
skin, hence protecuve skin oils. creams and
gloves are useful.

RS MR SRR R ST 5 KRS L B ARt R g e e

* CQean-upof CAB-O-SIL unzreated fumeq

silica spills can be handied using a vacuus or
wet shsorbent materials. Wet CAB-O-SILon »
walking surface may be slippery.

* Dry powders. such as CAB-O-SIL. can uild
Ratic electrical charges when subjecied 1 fnic-
tion by pouring. conveying or mixing. Proper
ing. iners acmosphere, etc... should be mken
when handling near flammabie or explosive li-
Quids. For funther information see NFPA #77,
Ssatic Elecrricizy.

Storage

mnmmmm'smm and
suability. it will not chemically degrade. However.

., it should be noted that as the surface area of the
" untreated grades of fumed silica increases. the ten-

dency 0 adsord moisture increases during storage. -
Due to this fact. it is recommended that the product
be swored in 3 clean. dry ares away from chemical
vapOrs at ambient temperatures. Lt is recommended
that the product be used within the 13t two years of
its date of manufacture.

The moisture content of CAB-O-SIL is less than 1.0
wt % & the time of packaging. This will increase.
depending upon the percens relative humidiry, time
and temperature.
Surt::mimnm'uueﬁminmeapplm‘ j
Bumzoﬁginﬂmoimnleveunnhemby
drying the fumed silica in an oven set o 105°C or
higher. If an application is critically sensitive to
moisture. 3 local CAB-O-SIL. fumed silica repre-
sentauve should be contacted to discuss packaging
and handling options.

Compliance with the various governmens regula-
UORS is incumbent ypon the user.

mw“mmmanQ-n-muCathqnmh—m and e belwvat @ in
reluabie 2 of 32 Wthmgmwmwm.mncm'ﬂlhm.ym We disctasm any

Liinkty reuhong from e uss of Uve casienis of us repon.
© Capyngin 1992 Catot Corporauan
CAI-O-S&‘-nqnudmor Cavox Corpurauen.
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ABBOTT PRODUCT CODE #11450 g
#11455
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| rormula: C‘l.o‘

| Pormulation/s: Redoxon: SERCCSA Tablets: BERDCTA PN; SEROCCA Plus Tabs:
.LAROBIC: VI-PENTA T Chawvadles: VI-PIXTA Izfant Drops) VI-PEXTA T Ialant Drops
‘Syamm: vitamia C: L(e)ascocbic acid

| Chemical Family: Uasacturated hydroxylated gamma-lactons

]mucu.u.: weighTt: 176

Clinical Indication: Vitamin C sourece
Biologacal Activity or Tuxicological Class: High-dose irTitation of mucous
menbranes/Avaid prolonged dust inbalation '
| nvazonmental Bazard/Cautics: Dust explosicn hazard/See Sectiocn IV
' Emargency Mazard Symsol: ,%
W

1Z. PETSICAL PROPERSTIXS Sources: CD

1

:Appearance and Odor: Whits to sligntly off-wmite granular powder or crystals:
:nearly odorless wits & pleasasntly tar: tasce

' Specific Gravaty (M, 0  1): 1.65

'Soluble 1a: Alce 4 (slagae)

imalzing pozne: 192 C

Solubility i3 Hater, % by wt. ac. zc°c: 30%

isulk Density: 0.85-1.2 g/ml o o

|Speca2ss Rotatien: <~20.5 to <21.5 at 25°C

‘- CERCCAL PROPERITES Sourctes: oD

|Stabality: Stabls

ICondiz:ons to Avead: Moisture. lignt especially 12 in agqueocus salution

: (premotes oxidatian) .

imaterials o Avoid: Alkalis. iTon, copper, water, 4ir oxadizaing agants {metal
;2003 catalyze: oxidation) do not formulate with sodium salicylacs, sodium
iaicrate

iMazardous Pelymerization: dill not Oecur

Casvrpn © 1501 ov Nettmerwned AGEND S, All IPNE FESE el
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MATERIAL SAFETY DATA v=709 2 of 3

ID. EZAOUS INGRIDIENTS Sources: CISA

Mot Applicable (If code ¢ identifies & farmulated product, the non=active
8038ty i8S inart and non-toxis).

Iv. FIEE AND EXFIOSION NAZARD sSourwes: CESA
pry, free-flowing powdar say presest & dust explosica hazard.

MAXLEUR exXplosion pressure: 08 psig

Maximam Taecs Of pressurs rise: 4800 pai/ses
musus cloud igunition esargy: 0.06 joulas
Miaamum explogion comcastratian: 0.07 os/eun. ft.
Ignition TOMPATATtUlS Gloud: 4860 C

Extiaquisiing Media: dacer spray, dry chemical, carbeon dioxide ar foaam. as
appropriats far surrounding fire and materials.

Fire Fignting Procsdurss: Ivacuate parsennal to an arsda of uwpwind direction
and rumove unnesdsd mactarials: kesp f{ire-exposed coRTALNGrS Cool with wvatar
spray, and provids firs fignters with sslf-costained Breatiiing eguipment.

V. EEALSR EAZARDS Scurces: CISA

Taresnold Limit Value:
THA: None estahlished
STE.: None established

TexaciTy: )
Indusesial IXposurs: No adverss climical findings have been reported at dose
levals of 9000 mg/day cor less, orally in man. At a lavel of 50-80 g/day for
4 vesx to 10 days, there wvas Some GAStTOSATtEritis and asal icritation:
amounts of 1g/day may cause diarrhea; 4-12 g¢/day can cause formation of
UrEte and cystins Stones 1D the UTANATY bladder. ‘

Pramary Routa/s of Zxposure: Iagestiosn, iahalation

Experaimsntal: Dy tmouse. iv) 518 mg/kg
taso(-nu-. orl) >8 g/kg

Inesrgency and Fivst Aid:
Eye congact: lrTigate surfacss with water therougnly
Skin contact: Flush areas vith vater thoroughly
Ingestion: Ofink large quantizias of watef tTO COmbAT the denydracing effesct
(CE=SA)

vi. SAFETT MEASURES AMD EQUIPMENT Sources: CESA
Vestilation: Mechanical acceptable
Respazacory: NIOSH~approved dus: respirator
Eyws: Safety gogyles
Gloves: Rubber
Othar Directives:
Precauticnary Label: L{e)Ascordic acad
Vicaman C
CAS ¢ 50-81=7
Hign doses affect BUCOUS aambranes and kidney
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Storage and Handling Conditions: Store within quuy-ou.hd containers in a
dark, sciscure-iree place at camperatures ©f 9-15 C. After epening
containas, aveid exposing it to heat and humidity.

VIii. SFOL CONTIOL, WUASTE TREATMENT AND DISPOSAL  Sourses: GCISA

Spill Costrel: Sceop uwp all spills and transfar to labealed containers.

‘ Waste Treatmant and Dispoaal: Recycla. Ralsase small quantities tO process
drain with plasty of watar.

VIII. RGCLATIONS Sourcas: CZEA
DOT: Not zegulacved

EPA: Not ragulated

OSHA:

Hazard Class: Flammable solid and health hazard (TAT@etS EICOUS WenOTanes;
potantiil nsparoeoxin)

Ths infarmation contained: harein is, ts the best of Roffmann-lLa Roche's
knowledge, complete and accurata. Roche, howvever, uses many sourcas and
references {or gathering this information. Thus, Aoche canset guarantese
complatensss Of accuracy and disclaaims all liabilicy for its handling or use.
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4 *MATERIAL SAPETY DATA SHEE To»
DATE PREPARED: 1/ REVISION DATE: Origiral CHMEMIST BOTIALS:

SECTION |- PRODUCT IDENTIFICATION

PRODUCT COOE & DESCRIPTION: No. S801 FDEC Sius ¢1 Lakn
TECHNICAL NAME: Net appiicmble.

CLASSIFICATION CODE Not hazaroous.
PRODUCT CAS NOS. (NEW JERSEY COMPLANCE): 1572473 PDAC Bus #1 Lame ’

SECTION 1. NAZARDOUS INGREDIENT ()

mauwuﬁmiumnmdmm,am 18910.1200.

SECTION 111 -PHYSICAL DATA

MELTING POINT (°C): Net applicable.
SOLUBILITY IN WATER: insoiuble.

FLASH POINT (METHOD): Nex appiicable.

% VOLATILE BY VOLUME: Net applicadle.

pi (as s} Net appilcsble
APPEARANCE AND ODOR: A water irmciuble pigment.

SECTION IV-FIRE AND EXPLOSION HAZARD DATA

EXTINGUISHING MEDIA: Water, chemmical foam, or dry chemical extnguisher.
SPECIAL FIRE FIGHTING PROCEDURES: None.
UNUSUAL FIRE AND EXPLOSION HAZARD: None. .

SECTION V-REACTIVITY DATA

STASILITY: mmmww@mmnw-mﬂmmh.um.

MATERIALS/CONDITIONS TO AVOID: None
HAZARDOUS DECOMPOSITION PRODUCTS: Nona.



HAZARDOUS POLYMERIZATION: WR not ocoar,

SECTION Vi- MEALTH NAZARD DATA

INGESTION: None EYE CONTACT: Noma INHALATION: None,
OTHER EFFECTS: Nona SION CONTACT: Nome

SECTION VII-EMERGENCY FIRST AlD PROCEDURES

EYES: This procuct it net classiied as an imtarg lmmummnmdm.m
ting the lower and upper Iids; continue for 15 minctes. lmmn&WW

SECTION Vill - PERSONAL PROTECTION

EYES: &Mhmummmmm (GMP) .
VENTILATION: This product can generate dust. vm«muémmumumw.
RESPIRATORY: kmmmm“u&mw

OTHER PROTECTIVE EQUIPMENT: None required, Tommmm_mmm

WORK/ HYQIENIC PRACTICES: Some dyss muy wmporsrly smin sidn, u.mmmmm )
mnmmnﬂ.nmm

SECTION IX-SPILL OR LEAK FPROCEDURES

smsmurmmmmmxsmmm i cry shovel, vectasm, or sweep color LD for
dispomal. % wat. suriaces exposed to & spll

may becoms allppery or sticky. Spills shoud
be thoroughly fushad with soapy welsr et af
. Spparent color & removed.

WASTE DISPCSAL METHOO: Santary lantfll In accordance with Local, Sute and Fedlensd reguistions.

SECTION X-STORAGE AND HANDLING

Store in & 8gnEy sseled corgainer. $es speciication for other product charscisristica.

MATERIAL SAFETY DATA SHEET PREPARED S5Y WARNERJENKINSON COMPANY, INC.. DIVISION OF UNIVERSAL
- FOODS CORPORATION.

For additional information on this product, caf (800) I24-7022, ©2. 7443 cirng normal business Hours.

csL: B



ISSUL DATE: 4/1/93 FomM: Pp-01 PACE 1 OF ¢
JOTIRIAL SAPETY DATA SEETT

NOTICE: Ths infarmation and recommendations HAZARD
containad harein are basad upen data
belisved to be correct as of tha dats
of issus. JNo guarantas ar wvarranty HEALTH
of any kind, expressed or implied is TLAIOGS
aade vith respact to the information REACTIVITY
contained barsin.

0 = Minimal 1= Slight 2 = Nodarate 3 = Sariocus 4 = Savers

SECTION I - PRODUCT IDENTIFICATION

NANUFACTURER’S NAME: COLORCON, A DIVISION OF RERWIND
PEARMACIUTICAL SIRVICES
ADDRESS: NOYER BLVD., WEST POINT, PA 19486

EMERGENCY TILIPEONE NUMBIR: CEENTREC: 800/424-9300
PRODUCT CILASS: YD&C Pigmant

TRADE NAME: : FD&C ALDE KO. 2
Aluainum Lake
MANUFACTURER’S ID CODE: 5628




ISSUT DATE: 4/1/82 yomi: Fp~01 PAGE 2 OF &
’ STCTION II - INGRIDIENT DATA '
EAZARDOUS COMPONZNT: CAS: EXPOSURZ LINTTS: (ACCIN)  (OSMA)

The aatarials contained in this product ars classified as non-hazardou

in accardance vith ths dafinition set forth {n 29 CFR 1910.1300.

PENNSILVANIA RICKT<TO=KNOW:
FD&C Pigments N/

WIS
} 77

Mot Eazardous

SEICIION III - PEYSICAL DATA

nonm'nnza Net Applicable
EVAPORATION RATE g:‘:’m lﬂ:’lﬂ)
LIQUID DENSITY: N/A

ODQR THRESEOLD: Odorlass

APPIARANCE AND ODOR:
Odorless FD&C ALUT NO. 2 powder.

VAPOR DIMSITY (VS. AIR): N/A
PERCENT VOLATILE (W/W): N/A
FRIEZING POINT: M/A

AUTO IGNITION TENPERATURE:
Rot Applicable
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ISSTJT DATE: 4/1/%2 FORNM: PD~0) PACE 3 OF ¢
SECTION IV - FIRE/EXPLOSION DATA '

YLASE POINT: Mot Zlammable FLAOGBLE LINITS - LEL: N/A
| - OIL: N/A
RATZ OF BURNING: N/A SINEITIVITY 70 STATIC

DISCEARGE: See axplosion hazards

EXTINCUISEING KEDIA:
watar fog or spray, (02, dry chamcial

tightars should uu:enmund thing appars opar
Fire vear brea a tus ated
Ln pesitive pressurs moda and full turn-out gear.

UNUSUAL FIRE AND EXPLOSICN EAZARDS:
Ixcassive concentrations of air-barns dust may lead to an explosien

hazard.

SECTION V - ERALTE EAZARDS

ZFPECTS OF OVIREXPOSURE:
May cause transient eyes, nosse and throat irritation.

ROUTEZS OF INTRY: Inhalation

FIRST AID' PROCEDURES:
Eye Contact: Flush wvith vatar for at least 15 ainutas.

Skin Contact: Wash vith mild socsp and vatar.

Inhalatian: Ramove victim to fresh air. If breathing is difficult,
adainistar oxygen. .

As in all cases of ovaraxposure, if m&ntion parsista, seek
ssdical attantion.
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ISSUZ DATE: 4/1/92 romx: ¥o-01 PAGE 4 OF &
SICTION VI - TOXTCITY DATA '
CERONIC EFFEICTS: Mo specific data available

. TARGET ORGANS: No specific data available

CARCINOGENITT: xIP: No IARC: Mo CSEA: Neo

SICTIION VII « REACTIVITY
FRODUCT STABILITY: Stable

CONDITIQNS TO AVOID:
The excessive generation eof dust.

BAZARDOUS FOLYMERIZATION: Will not ecsur.

MATIRIALS TO AVOID:
Strong exidizing matsrials.

DECOMPOSITION PRODUCTS:
Carbon aonoxida, carbon diaxids.

SICTION VIII - SPILL PROCEDURES

IARCE SPILLS:
Moistan slightly with wvatsr to aveid produc dust. or
wummmmmmfwmmmmm
matarial, as this vill produce dust cancantratiens in the air.

SMALL SPILLS:
Vaccus material or moistan slightly with wvater and placs into

Propar vasta container.

WASTEZ DISPOSAL: }
This product is not hazardous vasts undar RCRA regulations. Consult

Stats and local rsgulations for proper vasts disposal method.
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1SSUZ DATE: 4/1/92 FoRR: Pp-01 PAGE 5 OF ¢
STCTION IX - FROTZCTION DATA

VERTIIATION:

Cenaral air circulation, use lecal exhaust to caollact axcassive dust
at point of ganaration. Dust collection systams should be provided
vith explesion venting. Discharye froa ventilation systams should
comply vith all applicable air pellutien regulations.

RESPIRATORY PROTECTION:
A Niosh approved dust raspiratar if required.

PROTZCTIVE CLOTHEING:
Cloves and overalis to protact from dust.

EYZ PROTICTION: :
Safety glasses and goggles. Contact lans should not be vorn vhen

handling this product. Contacts may intansify any exposures.

OTHER PROTECTIVE EQUIPMENT:
None

EANDLING AND STORAGE:
Store in a coel, dry area. ZXsep containers closed vhen not im use.

Aveid handling procsdures vhich suspends or accusulatss dust. Aveid
breathing dust.

CTHEIR PRECAUTIONS:
Handle with dues care and avoid excessive parsanal contact. Throughly

clean all equipment, piping and vessals befors beginning maintanancs
or repaizs. ,
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ISEUR DATE: 4/1/92 JORN: PD~01 PAGE 6 OF &

CLASSIFICATIONS:
Mot Tegulatad.

SARA TITIX IXI (Community Right-to—know):
SZCIION 311/312:

Not requlatad.
SECTION 313:
This does not contain any chamicals listed in section 313

above de minimis levels.

TOXIC SUBSTANCE CONTROL ACY:
All matsrials contained in this product ars listed on the TSCOA

inventery.

STATZ RIGET-TO-KNON:
%72



ISSUE TATE: 06/06/33 Form: Fp=22 Rev: | Fa3e 1 of
RATERIGAL SAFETY DATA SHEET.

NOTICE: The inforaation and recommendations @ HATAFRD RATINGS
contained herein are bused ypon Jats! -

believed to be correct. However, no!
" guarantee or warranty of any kind.

e:pressed or iaplied is made with

respect to the information contained

HEALTH = 0
FLAMMABRILITY = o

REACTIVITY = 0

herein.
OsMinimal .  1sSlight SeModerate iwSerious - Js=Severs
SECTION I
MANUFACTURER”S NAME: Colorcon - A Division of Rerwind
Fraruwaceutical Services, Inc.
ADNDRESS: Mlover Blvd., West Foint, Fa. 1543
EMERGENCY TELEPHONE NURMEER: S15=-679=-7722
FRODUCT CLASS: SC Figment .
TRADE NANME: . DB&C YELLOW NO. 10
Lake
MANUFACTURER”S ID CODE: év1d

SECTION 1II
HAZARDOUS INGREDIENTS

Tre saterials listed in this UVatlta Sheet aure clussifred as AON=NMaZarJous
in accordance with the dJefinition set furth in S7CFR 1F10.1200.
Ingredients contained 1n tras prodyct are not sub ject to SaRA

TITLFE Il requirements.

SECTION III
FHYSICAL [Ta

KOILING RANGE: N/& V&GFDE DENSITY (V3 alR): N, A

MR FERCENT VOLATILE (uW/W)= N/A

EVAFORATION RATE(WS BUTTL SCETATE)::
LIQUIL DENSITY (VS WATER): .
N/A

AFFEAFRANCE aMD ODGFR: Naorless UL TELLOW HO. 10 pouder.

- - — - P R s G S e D R G D S W A D D S R e P D 4D A U D S S




ZSSUE t'l“TE: . \‘jé‘-’aé'-';s

FLASH FOINT: N/A
EXTINGUISHING MEIIA:

Forws F=0T Fews: 1 Fage 2 or

SECTION IV
FIRE &HD EXFLOSION DATA

Lal: N/A
Ual:

FLARMAGBLE LIMITS:

SFECIAL FIRE FIGHTING FROCEDURES:

cos
Dry Chemical None.
Water Fog
UNUSUAL FIRE AND EXFLOSION HINZARDNS: None.
SECTIOM V

HEALTH MWAZARD DATA

EFFECTS OF OVEREXFOSURE: Hone.

PRIMAR'Y ROQUTE(S) OF ENTRY:

Intalation

EMERGENCY AND FIRST AID FROCEDURES:

In cass of accidential eve contact,

flush sves with uater. If

irritation exists, obttain medical attention.

FEOTUCT STARILITY:

CONDITIONS TO AVOID:

SECTION VI
REACTIVITY DhaTh

Statle

None known.




t3SUE DATE: 060688 Fore: Pl=02 Rev: 1 Fage 3 of

SECTION VII
SFILL OR LEAK FROCEDURES

FROCEDURE WHEN RMATERIAL SFILLED OR RELEASED: MNMoisten sli3ntly with
water to reduce dust. 3Sweep uf and Jiscard into praoper wastie ctontiiner.

WASTE DISPOSAL METHOD: Dispose of in accordance with Federal, State ans
Local regulations. :

SECTION VIII
SFECIAL PROTECTION INFORMATION

ueufoarxouz Sufficisnt to prevent inhalation of Just.
RESFIRATORY PROTECTION: an approve. dust respirator showld be worn.

FROTECTIVE CLOTHING: Gloves and coveralls recommended to protect from
"'J" -

EYE PROTECTION: Suxfety Joagles.

OTHER FROTECTIVE EQUIFMENT: .

SECTION IX
SFECIAL FRECAUTIONS

HANDLING AND' STORING: Store in cool, dry area. {eep containers closed.

OTHER FRECAUTIONS: In aczored with 3nod industrial practices, handle
with Jdue Care and 019 personal contact. UWash e:xposed skin areas with
20K and water. ' )

- e e . - BEmEmrem Gm @@ o - - - .- - - e -




MATERIAL SAFETY DATA SHEET

Product/Material
Manufacturer/Distributor

Addrcsp

Emergency Telephone No.

SECTION I - PRODUCT IDENTIFICATION

Composition

Boiling Point (F)

Vapor Pressure ( munig )
Vapor Density

Solubility in Water
Specific Gravity

Percent Volatile by Weight
Evaporation Rate

Appearance and Odor

D&C

Red #30 Al. Lake - 6530,

warner-Jenkinson Cosmetic Colors

155

Helen Street

South Plainfield, NJ 07080

(908) 757-4500

D&C

Red §#30

Aluminum Hydrate

Not
Not
Not

Not

Red

applicable
applicabdble
applicable

soluble

odorless powder



SECTION IV - FIRE AND EXPLOSION EBAZARD DATA

Flash Point Non-flammable
Flammable limits LEL-Not applicable
UEL-Not applicable
Extinguishing Media water
Special Fire Fighting None
Procedures
Unusual Fire and Explosion None
Hazards
SECTION V - HEALTH HAZARD DATA
Threshold limit values " ' 5 mg/m3 respirable dust
10 mg/m3 Total dust({ACGIH)
Effects of overesxposure Overexposure may cause irritation
of eyes and respiratory tracet.
Emergency First Aid Eyes and skin-flush with water. °
Proceduras wash skin with socap & water.
Carcinogen No
SECTION VI - REACTIVITY DATA
Product ‘is stable.
Incompatibility Strong oxiding agents.
Hazardous Decomposition None
Products

Hazardous polymerization will not

occur.
SECTION VII-SPILL OR LEAD PROCEDURES
Steps to take in case Accidental releases can be cleaned
material is released or up by sweeping, vacuuming or
spilled flushing with water.
waste Disposal Dispose of material in compliance

with Local, State and Federal
Regulations. Discarded iron oxide
is not classified as hazardous
waste.



4 BT GEARTR el 7 A

ventilation Local exhaust recommended.

Eye Protection wrap around goggles.
Gloves vinyl for personal hygiene.
Respiratory Protection For dusty conditions, wear a NIOSH

approved dust mask.
Good industrial hygiene practice requires that employee exposure be
maintained below the recommended level. This is preferably
achieved through the provision of adequate ventilation where

necessary. Wherse dust cannot be controlled, personal respiratory
protection should be used.

ISSUED: 10/92

et o tsead



MATERIAL SATTSY DATA SKIX? PACR: 01 of 07

AQUALON ‘. KLOCINL* lydroxypropyl cellul
A Division of Bezcules Incocporated (All grades and vzceaaizs:oa"

1313 Mogth Market Street except RLUCEZ* 3089)
P. 0. Dex 8740 .

¥ilaington, Delavace 19899-8740

Phone 6: (J02) 594=5000 (24 hxs) NEDS MNo.: €2) 1000 0000-08

Supersedas WSDS §: 623 1000 0000-04 Date: 03/28/93

Z. PRODUCT IDENTITICATION

WARNING! STATIC CEARGES GINIRATTID BY BXPTIING PACKAGE IN OR NEAR FLAMABLZ
VAPORS MAY CAUSE TLASE FIRE.
MAY FORM PLANMALLE DUST-AIR NIXTURES.
MAY CAUSZ ZYE IRRITATION,
SURFACES SUBJECT TO SPILLS OR DUSTING WITE TEIS PRODUCT CAN BECONE
SLIPPERY WEEN WED.

KLUCEL® HBydsoxypropyl cellulose EMIS RATINGS: (1)
(All grades and viscosities
except KLUCEL* 3088) Bealth hazard: 1 Slight
Plansability hazazd: Slight
CASRN: 9004=64-2 Reactivity hazazd: 0 Minimal

CEEMICAL & COMMON NAMES: Hydroxypropyl cellulose (XEPC)

APPEARARCE AND ODOR: Wnite to off-white, granular salid: slight odor

e 2radesark of Agualon

(1)Zxplanation of aczonyma:
EMIS: Razardous Materials ldentification Systes rating for product as supplied.
CASAN: Chesical Abstzacts Service Registry Ruadbes
AINEA WEXL: Amecican Induetrlal Hygienists Association - Werkplace
. Envizonaental Exposure Level.
OSMA: Occupstional Safety and Health Adminisctracion.
TLV: Registered trademark of American Conference of Covernmental Industrial
Bygienists or Threshold Limit Values.
TWA: Tise Weighted Average *
STEL: Short ters exposure limit (See 29 CTR 1810.1043, Mazen 1. 1989, revision)
C: Celling exposure concentration (Gee 29 CFR 1910.1000, Mazen 1. 1989, cev.)
SKIN: May be absorbed through exain (See 29 CTR 13510.1048, March 1, 1989, rev.)

N/A: Not applicable



NSDS mo.: 623 1000 0800-0$ Bate: 05/28/33 . PAGE: 03 of 07

I2. TEAIARDOUS INCRIDIENTS & EXPOSURE LINITS

This material is not expected to cause physiclogic impairsent at low
concentration. Uacil 3 specific TIV(1) is adoptee by the ACGIE (American
Confezence of Goveramental Iadustrial Bygienists), or an OSEA (Occupational
Safety & Nealth Aduinistzation) standazd is dssued, Aqualon Group suggests
that this material be.treated as 2 RUISANCE DUST Oa PARTICULATE in accorcdance
with the recommsndations of ACGIK.

III. TYPICAL PRYSICAL & CHIEMICAL CRARACTERISTICS

CAUTION! WQMNDMGWQQMSPRWW
BECOME SLIPPIRY MEEDN W=,

BOILING POINT: N/A SOLUBILITY IN WATER: Basily wetted
: vith vater forming gels; Iasocluble
above 43 € (113 )

VAPCR PRISSURE AT 20 C: Negligible

VAPOR DINSITY: N/A SPICITIC GRAVITY: BHeavier thanm .
vater
VOLATILE (WZ. V}: $ PE IB VATER SOLUTION: 5.0 to 8.S

SOYTENING POINT: 100-130 C (232302 P! EVAPGRATION BATE: B/A

IV.  FIRE, SXPLOSION, & REACTIVITY EAZARD DATA

VARNING! STATIC CEARCES GENIRATID BY DIOPTYING PACKACE IN OR NEAR TLAMMARLE
VAPORS MAY CAUSE FLASE FIRE.
MAY FORM FLAMMABLE DUST-AIR MIXTURES.
FLASH POINT: Not determined
FLAMMARLE LINITS: Not determined
ATTOIGNITIOR TDXPERATURE: 400 C (752 P) Dust
EXTINGUISEING MEDIA: Water spray. dry chemical, foam, carbon dloxide, or halen
SP!CXAi FIREFICETING FROCZOURZS: None
UNUSUAL PIRE i EXPLOSION NAJARDE: NMay form flawmable dust-aiz mixtures.

STABILITY CONSIDIRATIONS: Stabdle

Continued...



MSDS Me.: £33 1000 0000-0S Date: 03/20/93 PACE: 0) of 07

Iv. TIRE, IXPLOSION, 4 REACTIVIIT EAIARD BATA

s .CONtinued

INCOMPATIBILITY WITH: Rone

EAZARDOUS DECOIPOSITION PRODUCTS: Roae

EAZARDOUS PRODTCTS OF COMBUSTION: Cardon sonoxide, carbon dioxide and ssons
HAZARDOUS POLYMERIZATION: Will net oecus. ' |

v. EEALTR RAZARD DATA

VARNING! WMAY CAUST EYT IRRITATION.

SIGNS & SYMPTONMS OF OVEREXPOSURE IN THE WORKPLACE:
TIZS: Kay cause mild eye izzitation.
SKIN: None knowa.
INEALATION: Inhaling dust may cause respiratory ircitation.
INCESTION: Bone known.

IMERGINCY & FIRST AID PROCEDURES:
EYES: In case of contact., imsediately flush with plenty of low=pressure
water £Or at least 15 minutes. RemOve any coatact lenses to snsure
thorough £flusaing. Call a physician.

INBALATION: Rewove to fresh air. Treat any irritation symptomatically.
Call a physician.

MEDICAL CONDITIONS GRNIRALLY RECOCGNIZEZD AS BEING AGGRAVATED BY EXPOSURE:
Nane known.

PRIMARY ROUTEZ OF DNTRY:
Tollovwing standard industrial hygiene and recosmended procedures, entzy of
the compound into the body is not expected.

CANCER INPORMATION:
Not ljsted as a carcinogen by NTP (National Toxicclogy Progrzam); net
regulated as a cascinogen by OSHA (Dccupational Safety & Bealtd
Administzation): not evaluated by IARC (International Agency for Reseazch

on Cancer).

L]

RZPORTID EUMANR IZ¥FTICCS:
None known.

REFPORTID ANIMAL EPTECTS:
Minimal to mild eye (conjunctaval) irritation after exposure to dust.
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MEDS ¥eo.: 63) 1000 0000-0% Date: 03/28/9) PAGE: 04 of 07

VI. SPILL PRCCIDURES & WASTE DISPOSAL

SPILL PROCEDURES:
Sveep up spilled smaterial for use or disposal.

VASTZ DISPOSAL METHOD: :
Incinezation of combustible vaste is the preferred disposal maethod.
landfilling in a licenaed facility equipped vith leachate collection in
accordasce vith local, State. and Pederal regulations is a satisfactory
alteznative.

This product is biodegradadle. Mastouvatez eontaining this preduct can be
considered LOr treataent ia an acclimated blological treatment systes of
adsquate capacity.

Refer to Section VIII for specific Federal :nvi:aaaon:al and legulatory
Data regarding use or dizposal of chis product. -

VIZ. APPLICANLE CONTROL KEASURES

AFPROFRIATE EYGIINIC PRACTICES:
Avoid coatact with eyes. sxin, and clothing.
Avoid breathisg dust.
Wash thoroughly after bandling, and before eating, drinking or smoking.

PERSONAL PROTICTIVE IQUIDMINT:
Safety glasses
lmpervious gloves
APpPropriate respiratory protection is required vhen eXposure to an aithborne
contaminant is likely to exceed scceptadle limits. Respizators should be
selected and used in accordance with OSEA, Subpazt I (29 CFR 1910.134) and
aanufacturer's secommendations.

WORX PRACTICES:
Eyevash fountains should be easily accessidle.
Keep floors clean. 8pills can be slippery.

EANDLING AND STORAGE PRECAUTIONS:
WARNING! STATIC CRARCES CENERATED BY IMPTYING PACKAGE IN OR NEAR FLAMMARLE

VAPQRS MAY CAOSEZ FLASE FIRT. MAY FORM FLAMMARLE DUST-AIR MIXTURES. Avoid
lgnition sources such as spacrks and flame. Ground all equipment. In
addition. wnes emptying bags where flammadle vapors may be present, bdlanket
vessel with inert gas. ground operator. and peuz material clowly inco

conductive., grounded chute.
To protect product quality, store in sealed comtainers ia a dry place avay

fzrom heat and sunlighe. .

Continued...



WSDS Mo.: 623 1000 0000-05 Date: 0$/38/3) PAGE: 0S5 of o7

VIIi. APPLICARLE CONTRO!L NEASURES

«ssContinued

INGINZIRING CONTROLS
Adeguate ventilaticn should be provided to keep dust eonceatzations below
acceptable exposure limits. Discharge from the ventilation system should
comply with applicable aiz pollution contiol zegulations.

PROTICIIVE MEASURES DURING REPAIR ARD MAIRTENANCE:
Elininate igaition sousces. »
Completely isolate and thozoughly clean all equipment, piping or vessels
before beginniang maintsnance or repaizs.
Keep ares clean. Product will bpurn. -
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MEDS Bo.: £23 1000 0000-08 Dates 03/30/%) PACE: 06 of 07

VIII. DNVIROWENTAL & RECULATORY DATA

The folloving enviszonsental and regulatory data are provided to assist users
of this produet in defining their regulatory eavizoamental compliance

cbligations.
A. PRODOCT COMPOSITION

PRODOCT (P) OF TRADE BNE or . .

COMPORTNT NO. CHYNICAL CONPOMENT CASRN ¥I. PIRCDNT

? RITCEZ* Rydroxypropyl 900464~ " 94-100
ceallulose

3. SARA TITLE III (See footanctes)
sEC. 304 SIC. 202

COMPORER? s ms S$2C. 117212 SEC. 313 TOXIC
0. RQ (1lbs) 0 (1ba) EAZARD CATECORY CERMICAL (TES, WO)

» /A B/A =X, -3 L]

C. CERCLA (40 CFR 302.4 BAZARDOUS SUBSTARCE & REFORTANLE QUANTITIZS)

This product does NOT contalin any hazardous substances listed in 40 CF2
302.¢.

D. RCRA INPCRMATION

This product is not listed in federal hazardous vaste regulation 40 CFR
261.3), pactagraph (e) or (£) -~ i.e., chemjcal products that are conaldered
hazazdous if they decome wastes. It does not sxhibit any Of tha hazazdous
characteristics listed in 40 CFR 261, Subpart C. State or local hazardous
waste requlations say apply if they aze different Lzom Cthe federal

tegulation.

I. TSCA STATUS

The cosponents of this product are included on the EPA TSCA Chemical
Substance laventety.

Continued...
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NSDS No.: 623 1000 0000-0S Date: 05/38/9) PAGE: 07 of g7

VIII. INVIROWMGENTAL ¢ REGULATORY DATA

«<COntinved
FOOTHOTES :

SEC. 302 - Threshold Planaing Quantity, Ixtzemely Hazardous Substance
(ZBS) (40 CTR )33 Emezgency Plasaing and Rotificatica
tegulations) .

R/A: This chemical is not an ZRS. Thesefors, there is no Thrashold

. Planaing Quantity (TPQ).

SIC. 304 - Reportadle Quantity fo: Releases of an IES (40 Cre 2SS,
Appendix A)
¥/A: Thnis chemical is not an INS. Therefors, there is no Reporcable
Quantity (RQ).

SEC. 311/312 - 40 OR )70 Razardous Chemical Reporting Requirements
“Hazacd Categories®

BC-l lmmediace (acute) health hazard

EC=2 Delayed (chronie) health haszazd

EC~J Firze bhazaszd .

BC~4 Sudden release of prassucre hasazd

BC-S Reactive bazard

KEE WNot a2 health hazarxd

NPE ot a physical hazard

SIC. 31) - 40 CFR 372 Toxic Chemica. Release Reporting Reguicements

This cosponent {3 NOT subject to the teportiag requirements of
Section J13 of Title III of the Superfund Asendsents and
Reautdozization Act of 1986 and 40 CFR Part 372 Toxic Chemical
Reporting requirements.

YES: 7This component is subject to the teporting reguiresents of Sectien
1) of Title III of the Superfund Amendmsents and Reauthorizaction Act
of 1986 and 40 CFR PFart 372 Toxic Chemical Reporting requiresents.
Pezcent composition (or estimated range) is listed above.

"W/A: This product is a mixtuze. As such, it is not listed as a Toxic

Chemical under 40 CYR J72. Section 31) reporting tequireaents.

Reportable constituents are listed individually where they exceed

threshold concentration limits.

AQUALON HEAS COMPILED TET INTCRMATION AND RECOMMENDATIONS CONTAINZD IN TEIS
MATERIAL SAFIIY DATA SEILT FROM SOURCES BELIIVED 70 RE RELIARLE AND 7O
mummmmmmmqummmmmns
PREPARED. NO UARRANTY, CUARANTY GR REFRESERTATION IS MADE AS TO THE
CORREICTRISS QR SUFTICIENCY OF TET INTORMATION. THE USER OF THIS PRODUCT MUST
DECIDE WEAT SAYISY MIASURES ARLI NECISSARY TO SAYILY USE TMIS PRODUCTY, ZITELR
ALONE OR IN COMBINATION WITH OTNIR PRODUCTS, AND DETERMINE ITS INVIROCNMENTAL
REGULATORY COMPLIANCE OBLIGATIONS UNDIR ANY APPLICAALE FEDERAL OR STATE LAWS.

Doc. No. 0851s
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Section 1 . lemtificatien of the substanes and of the compmny

Substsnss : Nydrexyprepyl Betbyleallulsse (As ladissted en Lebal)

Trade Veme(a)
* Pnarmacoact (T 4
= (3757
63w 2 -
s YSIT
608
o CSmetib
n‘ .
904 ]2=22~7y
Meautacturer's Beme and Address | maryency Yelephoos e ;
* Sig=ftys Chemical Co.. Letd. ¢ C-5240~5251 (Tokyw Jepam)
* 6-1. Obtemachi I Choms, Chiyede-fu, Tokyo 100. [Telephume Mmber for Afrmtie
Japss. _ ® 3-3M6~6201 (Takyo Jepan)
"ate prepared : Sep 1. 18
Section 2 . Compositimn / informatisa e ingrediers
* Cosponant : Bydroxypropy! Metayicallslase
* CAS hmber : 3004-6%-3
* TSCA Eumber : 9004-85-3
Section 3 - Ikmrd idetifiestien
< Potential health affecws >
labalstiem :
Shart ters effscts : Ireathing dust ssy irritate the respiratory tact. cause cxghing
= discoafert.
lLong tars effects : No inforsatiom is available.
Skin cantact :
Short tars effects : May cause slight akis irritstion. Mt me significant adverse effects
‘are knowm.
long tere effects : Jo iaformatieom is svailable.
Eye coatact

Short tars effects : Rmy Cause abrasive u-r.tnu':-.
Loag ters effects : Bo information is svailable.
Iogestioa ;
Dort tars effects : Bo iaformation of any adwverss effecws is svailable.
lang tars affects : JNo iaformation is aveiladls.




“< Otoers .
'mtmtwumwm.ﬂhl-w‘m@ua:myw

* Mey lidberste the follewing gusses wmdar fire comditiens. htuu-ln-nuzxuugg
odous .

Carboo wosaxide. Carbon diexide. Methasol. Fermaldebyds, Jewealdabyds. Metdylformmts.
Methylacstats. Acstane, Acseoleia

Section 4 - lirst ad sssswes

lakslation :
¢ Rasove Siws exposure ares o fresh air lssedistely. Glve artifical respiration if ot

bresthisg. Zsep the victis wars aad at rest. Gt immdiste sedical stremtiom.

Skis contact :
® Uasl’ 6¢f i flewisg wster usisg & aild sesp.

Eye csatact :
-my:mmwmyuxaa—-wunm.um-m-mmmg
wpper and lowar lids. Get ismedists asdicm) stteatics.

Ingestion :

* lo effect is axpestad.

I ecCtTion S o Pire-fightisg massuwres

Fire aad explosive prepartiss : :
* Slight fire hazsrd uhan axposed to heat or flame.
* Dust—air aiztures ssy ignite er epleds.

Suitsble extisguishing sedia : i .
-htun.hﬁ-talm.nrbﬁdd.cu—-mnutumun
snd saterials.

Basic fire-fighting guidance : _
® Nove container from fire ares Iif it cas be dome withowt risk. Use sxtinguishing sgents

. suitsble fer type of surrouwdding fire.

Special exposwre hazards {ros cominmtion preducts :
'muulun.mtmﬁmtummwhmw"ww;uu
combustisg.

".Special protective sguipment for fire-figbtars

" * Self-comtaised breetdicg equipment
* pretective clowing ° '

Section 8 - iccidental releass seasures

< ]a cass of smll spills »
* Seeep W. place is suitsble costainer for weste disposal.

¢ 12 spillege 33 @ viscouws solution. flswsh it with plesty of wmrer.




< 1ln case of large spills »
® Nesr proper pretective oguipmast. amd koep wmecsssery pecple awey.
¢ dveid raising dust snd alinissts all souress ef ignities snd vestilate the arys.
® Yeam or swep wp. is suitsble ceataiser fer west dispessl.

* Do at wask M@y ISt SSWAIS OF WMTEATTOUTIES.

Section 7 - Ssxilisg md stursge

lnriling :
® Avoid brmsthing dust or aist with adaquate dust cantrol. .Use spproved respirster in »
-plses of dust gesarsties. .

* Aveid cmmtact with eyes. skin or clothing. .

* Avaid ops flame. hesxt, spariks. m“am.m.-um-maq
mterials, . .

Sterage :

® Stece in a sealed eumtainss. Stare is & a0l and éry lomtion. Xesp mmy from bemt ar
sealight. Keep smuy from possidle ssures of ignition.

* then storing, ummmumuumumm-mm

Other precastions :

® dveid grisding. waldisg, drilling smd meking sser this substance.
'Mmath-vmuca-rm.

Section 8 . Sxposure contrels / parsemal protectiom

< lnginseriag contrels >
Exposuse liaits :
* Mot established

"ut.uaun H _
* Use with local sxbeust vmtilation. Veutilation equipmet should be explosior-preat.

'mmowhdmﬂhﬁm“.
< Persomal prewsctive equipnest (FPI) »
Rasptratory protection : .
Cansider the type af application. enviremental ceacamtrytions and astarials being used
cncrTently wben detarnining respirator selsction and wee. e specific respirster sslected
nthhﬁnhﬁuuthmuw.

® Jay dast and aist respirstar

'Al'yu:—putytn respirstor

¢ Any powered aAlr-purifying respireter

* Aay sslf-coptaised bresthing spparstas.
Nand protectios :

¢ Gloven (Rubbber typs is recowmended)
Lye protectien :

¢ Safety guggles (splesh-proe! er dust-resistast typs).
Skis protsctiom

* §o precautions other thsa ciean body-covering clothing should de sswded.
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< Lxpasure guidelises »
“SEA PIL  : Bot estsblished
SIN TV : Not established

Section 9 = Mysical snd chenics] prepertiss

Appearianse aad physical state :N-aumn.th-cm;aug.
edour : Prectically. sisurless

o B Not spplicshle

MM&MIWM : Nat spplicabls

Esltiag peint / salting raage ¢ Est spplismhle

Flagk paiat : Bet agplisshle

P_h-luuq(uu‘._nﬂ :  Bet spplisshle

Eplosive proparties : Bo explesion dasary. But 2ine dust swy create
qn-uw-m-zuu:.

Oxidizing propertiss H Jone .

Yepour pressure : ot smplicehle

Vepour dersity : ot spplismble

Rsistive demaity H HEot spplicud}e

Rater solubility : blthu—u-urdmavua-

- solutiss er gul. imseluble in Mot wter.

Saluhie ia glacial acetsc acid. afline. pyriding,
Mu_h.wwl—ddﬂnd
chlareforn. .

lasolsble in enbydivos alcobol, chleruiors aad ethe:

Solvent selubilivy

Section 10 . Stability md reactivicy

Qenicsl swabiliyy :
* Statle wnder scresl tasperatures and pressures.
Conditions to svaid :
'na-temwhnhtd--tuundny.
© Avoid cumtact mith strung exidizers, eaxcamsive hant, spmrks. of opsn flame.
Matefials ™ sveid :
® Acids. paroxides end other omidizing agents
n-mamu-m:
-m—xm::x-mu-yuu-t-&mum

Mazsrdous polyserisscion :
'xtmnth-mum-dnnr-}t—nm-dm.
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Section 131 o ZTexicnlogienl infermgtiss

Ingestiam : )

* Buryiog on approved landfil].

® Iocinaraving wnder carsfully controlled conditions.
Contsiner :

. rsting
Iz .
iben dispesiog usisg the above proewdures. Mdlwhm“um.'
disposal is your Soumtry or region. md follow them.




Section 14 ~ Trmsport inforastios

.oliow all regulations in yeur soumtry.

Section 1S - lgsiatery iafermstia

ma&md&.bﬁ.hmﬂ.u“uﬁ“ﬂnﬁnhmum
sshetancs ia yeur comwy e regiom. m.-mmmumm
takan a8 your respousihilicy. =
* 0¥ Jumbar : Neme

Section 168 . 0Other Safermstien

ms-mahasmhsmnm-}dyhmmmu
iavestigution. The dats dascribed in this NS cmsist of drta e literatare, ewr aceisitiomal
a-umm«-wmcmm-—-m. Shim=Etsu
wu..nam-m.u*mcm.i—-
respansibility for the accuracy er coupletaness of the deta comtaised hereis. Fiaal
Mdmwuquw-muﬂo-h!—muvdmu.




U.S. Departmant of Laber
.mh:"“ Cunpevoand Solotw and Hesith Aeminiarsion @
CDN'y o Casvrasisnion Sangand, o)
s s 8o fere Aggroved
N rsrearn, OM8 R 1318-0073

T T T

Secton § — lamrdous ingradlanm/dantity infermatisn ———
_NONE '

Section Ul « Physlonl/Chamical Cherscieristics
— Sgunilie 0Andy PO « )
) N.A. - Bulk Density |Approx. ®
o o — es
vapw Garagy (Al o 1) Ao |
Negligible| mun ssaee « 0 XA

3 P
Mubiva 20g9/100 al §7s°c

Afgnanven g O
) . White Powder, Nea (*]

Secten V — R and Esplasion Manrd Data w—
Fas e e Lol : o o 14) SN
. Unknown Jnknown B 4 :
e P T T —— ot it —
. Lmbwpasry wems
il I Ragquired :
Vel Ay g Eanan Faave None
OB 134 Sept IS

{Aasrenan weasy
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Mot a Carcinogen
9o % Dravmes @ Gapamee

mmz Canamow
Iragy s Fom e None Reguired

'mw-mmwaulumuu-
m--u?:--:—ms&a-clﬂ-

(2 11-] Va

AR Oemes vovet  ormal solid vaste disposal

Prosssars ® le Tuan @ sansing and Riowy

No special precautiosns

Ovar Puchamng

Seclion VIfl — Cantrol Massures
Asumranry Prmanan fpusty Nowy

A Rot required
Verdiauss  Sowmes [~ ]
Karurey ow
frescms Gioves [ )
Not Required e Net Required

B Prasare Outwy @ ipagurm Not Required
A Bormal

s 3 ® G000 mmattie 008NN
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mmumn.mm
I2fective Data: 11/21/8% Mallinelkrade Zmerg Talepha or
’ 1) a‘. . Runb
Supezcadas : 02/13/88 1..‘3.“]., ‘nn 314-932-5000

2zaducs Idanpilicgrion:

Synsuyns: Stearic scid, magnesiwm sals; -uhua-u acid, uput\- salt
Chaaisal Fersula: Mg(CygNs3sO2)2

Fermula CAS Ne.: $57.04.0 Msleculsr Ueighe: 5§1.2 (pure)
Nazardsus Ingredients: Magnesium Stasrace. :

ty of thy m-:u:’m: coemposition depends on

ZRECAUTIONARY MRASURPS
CAUTION MAY FORM COMBUSTIBLE DUST CORCENTRATIONS IN AIR.
s in ¢lesad ecentainer.
325: m: &‘:r.&'rugo of an igntcion seurea. .
LY}
As part o! senal ets and safe edurs , id all
mzcuury axpesuzs ts the M”FA subs and m:, pgf:;: :l:-vdm from skin, ey
and clothing.
RIRCENCY/FIRST_AID
SEE SECTION S,
DOT Hazazd Class: Neot Ragulated
Dayaical Daza SECITON ]
Appearanss: Tine whits ©w yellow-vhits pevdar.
Odar: Slight edor ef fatrty ecid.
Salub{lizy: Inselubls in wvatar, ethar; seluble in hot alcohel.
3elling Poine: Neo informatien found.
Malting Peimc: 130-170°C (302-338°F)
Specific Gravicy: 1.03

Vaper Density (Airel): Net applicsble.
Vaper Pressuxe (mm Hg):Not applicabdle.
bapo:itzu Rats: Net applicadle.

MAGST - MAGNESIUN STTARATE Mallinekrode, lne.



A TERA AEHE P A

.2.
Bt ipiaio drcmee 2
FIRE: %l?{;’ﬁr)n ignitien tamperature:

legien: Tine dust in air in sufficienc
Ixp i ) dispersed

rir ‘ Madia: Uacs . » alcshel foam,
s Ixtinguishing ' ‘: 4 lvra cztdguu.ul h tro.. ?: fa:bon
Special Informatien: In che event fire, wesr full tee
f o ef- and ¥ioSu-epp od uu-emvgruma;

U
ity Sl Tt el Bl
ssvere dusting. Meltad Sty acid can 38. 'p:au'

Sype five.
Reac2ivicy Desa b1 (el 8| .
smqu :::2.1:.!.-‘.: ordinary eenditiens ¢f use and
;:‘:“m‘g. Desempesition l&a‘ Bay preduce carben monoxide snd magnesium
Hazardous Polymsrizacien: VL{ll net sececur. .
Incompatabilicies: Actds wvhich break up the salts.

Leak/sot1] Dispesa) Intprmgeien SECIION &

lemove all sources of ignitien. Ventilats aras of leak or spill. Clean- tsennel ma:
Taquirs protactien from inhalation ef duse, Spills: Clean 3 -:zm"'zi ‘a. -4’:-.; that
does net disperse dust into the air. Use non- u:i toels. Pleck up spill fer TecHver
or dispesal and placs in a closed eotitainaz. Dispesal: Uhatavar cannet be saved faz
§::mg 82y bs d in an appreved incinarater or disposed in an approved vasts

Ensure cowpliancs with lecal, scace and foderal Tegulationa.

MAGST - MACNLSIUN STRARATE Mallinckrede, Ime.
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Haalsh Eazzxd Informesics SRCION 3
b abd
Inhalatien: Smuu 2:- t'. muuun ef dust may includa
Ingestisa: Low lml of taxieicy by uqu:tn
Skin senzast: Ne infermation faund. Net expestad To be & hazard.
Lys cencasc: Hsy csuse mechsnieal irritacien.
Chrenis Impesurs c-:;uly :a:o’-gz “u..:“m ‘Eh:gun ol :h. duse
tien of
f'-aum; Cendicions Jezsens with oc:uea‘ kin diserdar, alred
* To0p uﬂ eT n.hu:oty of r\'d-cnn.:'yrduou-
. t'be upud
ARSI _AIR
Inhalstien: htu d.! “&: Gat medical sttenticn for any
H (]
Ingestiasn li:;.amrd '“. f uuf gtdgak ts uluu. 1¢
Skin esct: Uash ch and vatar. Ge
eon ﬂ:ud arss wi "ﬂ, t msdical
t Cash tsT. Cet
Bys centas u: :hguﬂi :\n.i.a; watsr wedical advice
L. TOXICIIX _DATA (XITCS, 1932)

No 1DS0/1LLSO information found Telating ts mermsl routes of sccupstional expesurs.

MAGST - NMACNESTIUM STZARATE Mallinckrodt, Inc.



Qammasional Comszal Meamses
Airberns Ixposurs limics:

Veatilatcien System:

Pe ._fa“ Musuﬂ :

Skin Precactisa:
Eys Pretsatieun:

Staxags and Snecisl Informaticn

Es tightly clesed
'o!utsa myeo:‘g:::i:::

" ke

ws.ruhu

A gystan :i lsesl and/ey general ezhaust
Toe -] Ly« o8 hc the
Alzbse 1‘ u:ug '5:‘:%}& lon {3

4 V&lun T

Luc the “ S5 seures, ing
“ﬂ. of 2t the verk area. ’;i:::f
efaz to_cthe *lndustrial Veucilacien,
m .i Praztices®, most racent sdictien.

If the T2V s asuhd ) tneé::: Taspiratar may be
vers tan unu av
'“FPIE: Gz" T Tespiratar

clmcathbms.qruo:unuun

Use chamtissl safety ge , Ceutact huu should nst
be vhea this
R R X S gy

seerIoN 7
Aveid dust dispersal.

aen{;: in & eoel, cy. vent{laced area. Protact

on ompatibilitiss

el entainsd h-t-u 1 nvl.dod in -E;L:h and 1is balieved ©o
The tabm on ¢ » u:' g Y

be correct as ef the dats haresef.
Tehansivenass er um

8 Tacel

sentation as to ths
expected that indivi

To-
of m tnfermation. It

tha uzon:‘! 1 1ae their ia-
axarcise

ndant judgasnt in datarain tunuu o & parti
:‘u;;ol-. cordingly, llllll.aeggdt. Iuem 11°'net be :up-a:thh for damages
ef anv kind :ug\.gm 25“ the use ‘t§1 or relisme meh. zng;mttou.
RPN T RS S e
géltnl OR 70 THE PRODUCT TO UNICH T™ME mmun%

MACST - MACNESIUM STZARATL

Mallinekrode, 1Ina,
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Addandin e Masarial Safaty Dgga Shees
RICTLATORY STATIUS
4 Cats
l“a.:u 4 oo feT SARA
Acuta Carenie Pire Prassure Reacetive

:m:? RORA SARA SARA 313 Chami
See.103 Seu. Ses. gg Name Mufd'

oE fredust: = 2Q ibs” 261.33 3 0 TR List Categery
MAGNEZSIUN STRARATE ($57-04-0) Ke Ne He Xe Ne No

SARA Sectien 302 NS RQ:
h”mhfo Quancity of ml.:e:mly Hazardeus Subscanss, listad at 40 CFR 3SS.

SARA Sectiem 302 IXS TPQ

ey -
muhu rlmm.?‘nnuey [ 14 .gy Im:% Sun:nu Aa asta gk £ Lu 4
m.g;xuﬁoossuqm d% u:a.:h.!h:u 1d Plamning

SARA Section 313 Chemicals:

§?§z§’=:bnuuu subject to annual rslease Taperting requirements listed st 40 CTR
shensive Raviremental Laep

CGl’r ve Gmttn and u..nuz Agt (Suu:t\nd )
gl(ls; st be zeportsd ts ln:tml lnpmo Centaz, (300426-3302) cad

at ao

| ).um. comcrv;=su snd Reclamation Act. Commercial shemissl preduct wast
designatsd as acuts bazards and texic under 40 m 261.33 asces

MAGS? - MACNESIUM STZARATT - HMallinekrodt, 1lne.
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ISSUE DATE: 1/17/92 FORM: EX-01 PAGE 1 OF 6 /.
MATERIAL SATFETY DATA SHELT /y,
) o
NOTICE: The information and recommendations HAZARD RATINGS
contained herein ars based upon data
balisved to be correct as of the date
of issue. NO guarantee or varranty HEALTH = 0
" of any kind, expressed or implied is FLAMMABILITY = 0
made wvith respect to the information REACTIVITY = 0
contained herein.
0 = Minimal 1 = Slight 2 = Moderats 3 = Seriocus 4 = Savere

SECTION I - PRODUCT IDENTIFICATION

MANUFACTURER'S NAME:
ADORESS:

EMERGENCY TELEPHONE NUMBER:
PRODUCT CLASS:

TRADE NAME:

MANUFACTURER'S ID CODE:

COLORCON, A DIVISION OF BERWIND
PHARMACEUTICAL SERVICES

MOYER BLVD., WEST POINT, PA 19486
CHEMTREC: 800/424-9300
Pharmaceutical Excipient

STARCH 1500

2001




ISSUE DATE: 1/17/92 FORM: EX-01 PAGE 2 OF ¢
SECTION II ~ INGREDIENT DATA

HAZARDOUS COMPONENT: CAS: EXPOSURE LIMITS: (ACGIN) (CSHA)
stareh 9005-25~3 10 MG/M3 15 MG/MOe
¢ (PEL is tor nuisance dusts)

PENNSYLVANIA RIGHT=-TO-KNOW:
starch 9005-25-8 10 MG/M3 15 MG/MDe

WHMIS:
None - This product is not a controlled substancs under the
Canadian’workplacs hazardous materials infocrmation systam.

SECTION III = PHYSICAL DATA

BOILING RANGE: N/A VAPOR DENSITY (VS. AIR): N/&
EVAPORATION RATE (VS. BUTYL ACETATE) PERCENT VOLATILE (W/W): O
LIQUID DENSITY: :;: FREEZING POINT: N/A

ODOR THRESHOLD: N/A AUTO IGNITION TEMPERATURE: N/A

APPEARANCE AND ODOR:
Dry, odorless, white powvder.
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ISSUE DATE: 1/17/92 FOB?: X-01 PAGE 3 OF 6
SECTION IV - FIRE/EXPLOSION DATA

FLASH POINT: N/A, FLAMMABLE LIMITS - LEL: N/A
= VEL: N/A
RATE OF BURNING: N/A SENSITIVITY TO STATIC

DISCHARGE: Yes

'EXTINGUISHING MEDIA:
Use appropriate extinguishing media for surrounding fire.

SPECIAL FIRE FIGHTING PROCEDURES:
Fire fighters should wvear self-contained brsathing apparatus
operated in positive pressure meode.

UNUSUAL FIRE AND EXPLOSION HAZARDS:
Product dust may £Orm an explosive mixture with air. Aveid
conditions which produce dust.

SECTION V - HEALTR HAZARDS

EFFECTS OF OVEREXPOSURE:
May produce transitional irritaion to eyes, nose and throat.

ROUTES OF ENTRY: Inhalation
FIRST AID PROCEDURES:
Eye Contact: Flush eyes with water for at least 15 minutes.

Skin Contact: Wash vith soap and vater.

Inhalation: Remove victim to fresh air.




I

ISSUE DATE: 1/17/%2 FORM: EX-01 PACE ¢ OF ¢
SECTION VI - TOXICITY DATA
CHRONIC EFFECTS: None identified.

TARGET ORGANS: Eyes, skin

CARCINOGENITY: NTP: No IARC: No OSHA: No

SECTION VII - REACTIVITY
PRODUCT STABILITY: Stable
CONDITIONS TO AVOID:
Caution should be taken to avoid the production of dust, since
finely divided particles in a suspended state may fora explosive
mixtures with proper air proportions and source of ignition.
HAZARDOUS POLYMERIZATION: Will not occur.

MATERIALS TO AVOID:
strong oxidizing agents

DECOMPOSITION PRODUCTS:
Carbon monoxide, carbon dioxide

SECTION VIII - SPILL PROCEDURES

LARGE SPILLS:
Moisten slightly with water to aveid producing dust. Sweep or
shovel moistened material into proper vaste container. Do
not sweep dry material, as this will produce dust concen-
trations in the air.

SMALL SPILLS:
Vacuus material or moisten slightly with vater and place into
proper wvaste container.

WASTE DISPOSAL:
This product is not a hazardous waste under RCRA regulations.
Consult State and local regulations for proper waste disposal method.




ISSUE DATE: 1/17/92 FORM: EX-01 - PAGE S OF ¢
SECTION IX = PROTECTION DATA

VENTILATION:
Use general or local exhaust to mest TLV requirements.

RESPIRATORY PROTECTION:
An approved dust respirator if airborne concentrations exceed TLV.

PROTECTIVE CLOTHING:
Not required

EYE PROTECTION:
sSafety goggles

OTHER PROTECTIVE EQUIPMENT:
Proper gloves

SECTION X - SPECIAL PRECAUTIONS

HANDLING AND STORAGE:
Avoid handling procedures vhich product dust. Keep containers
tightly closad.-

OTHER PRECAUTIONS:
None




ISSUE DATE: 1/17/%2 FORM: EX-01 PAGE 6 OF ¢
SECTION XI - REGULATORY

CLASSIFICATIONS:
N/A

SARA TITLE III (Commiinity Right-to-know):

SECTION 31l1/312:
This preduct is categorized as an immediate and delayed health

hazard.

SECTION 213:
This product does not contain any chemicals listed in section

313 above de mninimis levels.

TOXIC SUBSTANCE CONTROL ACT: .
All materials contained in this product are listed on the TSCA

inventory.

STATE RIGHT-TO-KNOW:
N/A
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Al FODIT -~
FLsuiLe LTS - 0T Arrcicasis
ATTO-IIRITION TBWEMANAL « 0T APPLICARLS
WAMBRS CYENETIN MIDNCTS: =k
XTINRIIPE MBlA: X IITDIRSNUNS ALDIT APVLICASLE T SANEelS M.
FIRG FIGNTDS DETRCTING: VM FITINE SEXR) VEAR SIAEN AFPEIVED, FOSITIVE PRESRAL, SO/-CONTAINDD SRILATHING APPABATLS

AND FAL PROTECTIVE QLOTIDIS Wil APPADPRIATE. TERIC ASKS MY 3C FOORNCID I MIRE.
SICTION VI - ACCIDONTAL ROLEIAST MEADMRLS
SULLAMEL PiLL: QLA P SINg OEY PROCIDIALS: AR METIE.

SECTION VII - NADLINS MO STORASE

NUSLINE: 8000 DEUSTRIAL NVEIIRE PRACTICE -AENIREE TMAT SOLITEL DUUIAL 52 MAINTARED BN TIV. TNIS IS PREFERABLY
ADUCYED NEEREN TNE PASYISION &F ADCIMATT VENTILATION WL MECISRASY. MMIRT OUST CASOT O CONTROLLED I
THIS VAT, PERSORAL SEIPIMMTURY MISTISTION SENLS I BULOYES.

STORASL: STORL IN A ORT ARGA AT MBIDIT TOPIMTEL.

SICTIN V11l - COORE CONTROLS

DIEINCIRDE CONTROLS: USE WITH ADINATE VENTILATION TO MKIT EXFOREE LDOTS LISTDD I8 SECTION II.
SESPIMTORY FOTICTRE: 2GR APPROVED AUST SDPIMRR IF OVERERFORSS FOTENTIAL IXISVS.

SKIN FROTICTION: M
SYE PROTEICTION: SAFTTY SLASSIS MIDODON.

SICTION [X - PNTSICAL AD OIDIICAL PEPFERTIES

APPCARMKL: WUITE FEMBER

MDILI FODNT: 4R °F

VAFOR MAESSUSE: MDY APPLICAMLE

VAFCR DOGSITY: #OT APPLICASLE

SOLUBILITY 1IN VATER: EDURL JOLMLL 1B CECDITMATED SANMIC ACID.

SPICIFIC GAAYITY: 3.0 © 4.2
i KT MTONUD

cDoR: momy

GOOR NALDHOLD: WOT APPLICARL

SELTION X = STABILITY D RIACTIVITY

CPQITIONS O AVODD: @M

DNCOSATISILITY; momt

MAIAZDOUS DLCOPERITIEN PRDMKTS: 1OK

MAZASDOUS POLVWERIZATIONT sk

SECTION X1 * TORICOLOGICAL lFBMTION .
gy ORAL (MAT): GRIATIR Tuas 7,580 ag/W9.

SECTICN XI1 - CEOLORICAL DIFOBMTICR

D MABVYL CFYICTS DI OTIX DS NDESE ASIICIATDD VITH SEFOSO INIET I0LINS In WATER.

Teshnicsl Sorveens Oopurtmar! @ SR domap iows ° Sovd funinl meawy GWSWE © TAEITINGME - FAR Y BUE E-SUD
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ABITEC Corporation

[ section:: PRODUCT IDENTIFICATION & EMERGENCY INFORMATION |
Trade Name: Sterotex K
Issue Dase: 3 September 1992
Chemical Name: Hydrogenxed Soybean and Castor Ofis
Chemical Family:  Trigiycaride
CASNo.: - 8016-70-4* & 3001-73.3¢
Camposition: Gyesin!mdmbmfcyﬁdsndamom
Formnls: wmmmmmw
soybean and castor odls.
EMERGENCY TELEPHONE NUMBERS:
ABITEC Corporation (Ohio) $00-343-1340
ABITEC Corporsticn (Wisconsin) 608-752-9007
SEC. 2: mmmmmeommmmm |
‘“—\‘
Ingrediert C4S Na % Expanoe Lomtrs
None . :
SECTION 3: HEALTH HAZARD DATA _J
Threshold Limit Vahe Unknown
Effects of Overexposure thombmc&mnﬁm
Skin Wash with soap and water,
Eyes Plush with low pressure waer,
- |ingesnion Food grade product.
Inhalation qubboﬂaimmdaﬁidnmmw
the American Conference of Governmenral Induserial
Hygienists (a0 bealth effects repontad).
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On Skin Wash with sozp md wans water.

In Eyes Flush with low pressure water.

 Ingested If gactrointenting] discomihrt is encovurered, contact & physician,

Inhaled Move victim to fresh air.

——-—-i-—-—-—_——

| SECTION S: PROTECTION INFORMATION

Respirarory In the presencs of vageable oll mists or dusrs, the use of a
NIOSH/OSHA spproved mask and/or respirator is
recorunended.

Veorilation Local, if nscassary, to control dust or fumes fom bot -
material

Eyes Goggles for hot oll.

Hands Neoprens type gloves for bot oil.

Other Protecive Fupenert  Rubber boots and apron for bot ail

[ Scmone oA necTTos A conETs ]

| Precaurtions 10 be taken in handling and storing '
A? tines, cil soaked materizis may spontanscusly eombust. Do not allow
sbsarprve materials to accurmiiste in closed conditions whan exposed to air.
Follow good houseiceeping methods.

Cononerts :
Vegezable ofl miszs are classified as muisance particulates by the American
Conferesce of Governmenal Industrial Hypienists. No beaith effects reported.
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SECTION 2: CAL DATA

| Hotling Point >S5000F Vapor Pressure . < | mH;

Vapor Denstzy Net Determined EwgporgiionRze NI
Air=1) (N-Butyi Acetare=.

Specific Gravity sppeox. 0.9 @ 100F Adeking Potm Not Determined
(Waser= 1)

Sohudilisy Inscluble Viscasity Not Determined

Percere Volotiles NI

Appecrance & Odor mmamwﬁwmdmm
poine.

l _ SECTION 8: REACTIVITY DATA

Seability Stabie Incompanbility
: ials 0 avoid  Strong oxidizing
agencs,

Conditions 1 avoid High temperatizres neer fiash point.

Hazardous Hazardos
Pobmertation Net likely to cearr  Decommpasizion None

A4

SECTION 9: FIRE & EXPLOSION DATA

Flash Point >300°F COC-AOCS Flammabie Limits  No data available.

LEL NA UEL N/A

Extimyuishing Media Foams, carbon dioxide, inert powder.

Special Fire Fighring Procediure Treat as fix or oi fire. Do not uss haavy stream of
wazer. Fanty materisl will Sost and splatter
axrounding area.

Urnisual Fire & Fxplogon Hazard  Avoid use of water in extinguishing fire. Fins afl
mists may be hazardous. Az times, ofl soaked. rags
may spoaranecusly ignite when exposed to air. High
temperanires aear flach point.




SR A 98I RO U T s

| SECTION 10: SPILL OR LEAK PROCEDURES

Stap spill at source, dike e of spill to prevent spreading. Pump liquid to salvage ok
Absorb fiquid on 3aBd absorbex mxterial and shovel im0 comminers. Prevent nm-off to
scwers, streamns o other bodies of wazer. Wash Soors with detergen and rinse with hot
| water to provesz i

R
l SECTION 11: WASTE DISPOSAL METHOD

Incineration is the recommended dispossl method for all chemical wastes Mazerial
Muﬁaﬂcmﬁﬂmyhhﬂ-ﬂdhmﬂmwﬁhaﬂqpﬁaﬁhbﬁk

m
SECTION 12: OTHER INFORMATION

[T’hisprn&u(amif:nhm)hsmhnﬁmdwbeamor

i mmwm&m&dhhmmmm nor is it
byOSHAastauingF.

The mformarion presested hercin has been compiled from sources considered by the

company in good faith to be dependable and is accurate and refiable to the best of our

knowiedge and belief However, the company cannot make any warranty or representation

respecting the accuracy or completeness of the darz and assumes no responsibility for any

: hﬁyaﬁmmﬂgﬁmwhﬁmmmﬂmghmdm

- employees, customers, or others. Users should maks their own temts 10 determine the
: applicability of auch formation or suitability of any products for specific use.
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